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the latter capacity, Mr. Brittin has been was a fellow of the American Founda- 
directly concerned with research, develop- tion for Pharmaceutical Education dur- 
ment, and control in connection with the ing 1947 and 1948, and received his 
Beech-Nut food product items. He has M.S. degree in 1948. 

been particularly interested and active in 
the field of organic insecticides and per- 
forations of metal closures. 


George P. Larrick discusses phar 
macy in connection with the Food, Drug, 
; 7 ; ; . and Cosmetic Act in this issue. Other 

A — the School = _Law Ol of his articles appeared in the May and 
Western Reserve University in Cleveland, Tuly JOURNALS E 
Ohio, Leonard P. Prusak is anticipating ~*~ ~~ ay 


his graduation in tlie early part of 1951, Franklin M. Depew notes the judicial, 
and, may we surmise, a career in food administrative, and legislative develop- 
and drug law. He received his B.S. ments which have occurred since “Sig 


degree from the School of Pharmacy of | nificant Comments” last appeared in 
Western Reserve University in 1943, the June JOURNAL. 








In Congress 


Disposal of Surplus Perishable Com- able agricultural commodities would lx 


modities.—The Commodity Credit Cor- improved and developed by H. R. 9141, 
poration would be authorized to pay which was introduced on July 17, passed 
transportation, handling, or packaging by the House on August 22, and re 
costs when disposing of perishable agri- ferred to the Senate Committee on In 
cultural commodities acquired pursuant ternal and Insular Affairs on August 23 
rice-s ; ‘rations in accord- . , 
> pee tt Rh 9313 - ne ’ ps oe : Codification of Food, Drug, and Cos- 
ance . R. 9313, which was intro- , co ap : 
— y= ee ee metic Act.—H. R. 9158 (formerly H. R 
duced August 2, passed by the House’ 4,5 ‘ - ee 
an ‘ : i 7121), to revise, codify, and enact into 
on August 22, and referred to the Senate ig  # “ee e . 
ge iF C tt law Title 21 of the United States Code, 
Agriculture an “orestry mmittee “rE a 
jf presente gua ee entitled “Food and Drugs,” was intro 


on August 23. 
; duced on July 18. 


Poliomyelitis. —H. R. 9478 to amend Narcotic Drugs as Contraband.— The 
the Public Health Service Act to sup- 
port research and training in poliomye- 
litis was introduced and referred to the 
House Committee on Interstate and 
Foreign Commerce on August 21. 


term “contraband article” is redefined 
with respect to narcotic drugs in S 
3380, which was introduced on April 10, 
passed by the Senate on June 8, passed 
by the House on August 1, and was 
Amendment of Food, Drug, and Cos-_ = signed on August 9 

ic Act.—Section 304, subsections : 
mete Act—Section A, $s National Health Act.—Broader dis- 
(a) and (b),-of the Food, Drug, and , . , : re my 
- : : tribution of health services would be 
Cosmetic Act relative to seizure pro- ¢.-). : peaiet be de 

: : faciliated and both quantity and quality 
ceedings against adulterated or mis- : ; ag ; ; eae 
ooo fo age ten 7 of health services would be increased 
yranded toods, drugs, or cosmetics, 18 and improved by H R. 9073. 9076, and 


amended by H. R. 9466, which wi . . 
amended by H. R. » which was 9088, which were introduced on July 11 


introduce August 17. , : 
introduced on August 17 and 12 and referred to the House Com- 

Improvement of Market Facilities.— mittee on Interstate and Foreign Com- 
Marketing facilities for handling perish- merce. 
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Transportation of Narcotic Drugs.— 
H. R. 7891, introduced last March 28, 
amending Section 3224 (b) of the In- 


ternal Revenue Code relating to the 
transportation of narcotic drugs, was 
reported (Report 2752) with amend- 


ments on July 27, passed by the House 
on August 1, and referred to the Senate 


Finance Committee on August 2. 
Animal and Plant Quarantine. — 


Amendment of the Air Commerce Act 
of 1926 to provide for the application 
to civil air navigation of laws and regu- 


lations related to animal and plant 


quarantine is provided in S. 442 (Publi 
Law 664), which was originally intro 
duced on August 10, 1949, was passed 
by the Senate on August 9, 1949, passed 
by the July 27, 1950, 


Signature on 


House on and 


received the President's 
\ugcust 5, 1950. 

Marketing Quotas.—The marketing 
quotas for certain agricultural commod- 
measured in terms of 


ities would be 


quantity rather than acreage as 


vided in H 


duced on July 20. 


pro- 


R. 9203, which was intro 


In the Department of Agriculture 


Milk for Use in Manufacture of 
Dairy Products.—The issuance of U.S. 
Standards for grades of milk for use 
in the manufacture of dairy products 
has been proposed. The grades of U.S 
No. 1, 2, and 3 would be based on the 
factors of flavor, odor, acidity, physical 
character, sediment, and bacterial con- 
tent (15 F. R. 5475). 


Applesauce Grade Standards. — The 
UL. S. Standards for grades of apple- 
sauce have been revised. U. S. Grades 
A.C, and D are to be ascertained by 
rating the factors of color, consistency, 
finish, defects, flavor 
Fill of container is not a factor of qual 
itv (15 F. R. 5495) 


absence of and 


Grade Standards for Frozen Concen- 
trated Orange Juice.—Standards for 
grades of frozen concentrated orange 
juice have been issued. The grades of 
A, B, and C are to be determined by 
rating the factors of color, absence of 
defects, and flavor (15 F. R. 5625). 


Grade Standards for Frozen Corn- 
on-the-cob.—U. S. Standards for grades 
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of frozen corn-on-the-cob have been 
issued, which set up the grades of U. S 
Aand U.S 
tained by rating the 
absence of defects, and tenderness and 
maturity (15 F. R. 4258). 

Grade Standards for Canned Grape- 
fruit and Orange for Salad.—In the re- 
cently issued grade standards for canned 
grapefruit and orange for salad, rating 
of the factors of drained weight, whole 
defects, and 
grades of U S 


Broken, 


Grade Grade B to be ascer- 


factors ot color, 


ness, color, ibsence of 
character determines the 
Grade A, U. S. Grade B, U. S 
U. S. Grade D Recommended 
designations of liquid media and Brix 
measurements are Fill of con- 
tainer is not a factor of quality (15 
F. R. 4260). 

Frozen Okra Grade Standards.— 


Grade standards for frozen okra have 


and 


given 


been issued which include styles, grades, 
and the 
of defects, and characte1 
factor of quality (15 F. R. 4309). 


rating tactors of color, absence 


Size is nota 


Standards for Grades of American 
Cheese. Proposed standards for grades 








of American cheese list types of pack- 
aging and grades to be determined by 


flavor and odor, body and texture, 
color, and finish and appearance (15 


F, R. 4341). 


Grade Standards for Canned Cran- 
berry Sauce.—The issuance of grade 
standards for canned cranberry sauce 
has been proposed. The grades of U. S. 
Grade A, C, or D would be determined 
by rating the factors of color, consist- 
ency and texture, absence of defects, 
and flavor and odor. Fill of container 
is not a factor of quality (15 F. R. 4949). 


Meat Inspection Regulations.—Pro- 
posed amendments to the Meat Inspec- 
tion Regulations would incorporate both 


orders and instructions that have been 
given to the field operating force of 
the Meat Inspection Division and in- 
spected establishments during the past 
year and new material controlling the 
composition of certain meat food prod- 
ucts (15 F. R. 4606). 


U. S. Standards for Canned Lima 
Beans.—Canned lima beans are the sub- 
ject of a proposed revision of U. S. 
Grade Standards. U. S. Grade A through 
U. S. Grade D would be ascertained by 
rating factors of of 
liquor, absence of defects, and character. 
The recommended minimum drained 
weight is listed, but fill of container is 
not a factor of quality (15 F. R. 5056). 


color, clearness 











In the Food and Drug 


Proposed Standards for Bakery Prod- 
ucts.—Definition and standards of identity 
for bakery products have been proposed 
to promote honesty and fair dealing in 
the interest of consumers. The proposed 
identity and label statement of optional 
ingredients are given for white, enriched, 
milk, raisin, whole wheat, and unsalted 
bread, rolls, or buns, and for breads, 
rolls, or buns made with combinations 
of flour, whole wheat flour, cracked 
wheat, and crushed wheat (15 F. R. 5102). 


Salad Dressing Standards. — Defini- 
tions and standards of identity for mayon- 
naise, french dressing, and salad dressing 
have been promulgated, including label 
statements of optional ingredients (15 
F. R. 5227). 


Definitions and Standards for Cheese. 
—Definitions and standards of identity 
for cheddar cheese, washed curd cheese, 
and colby cheese have been amended, 
and definitions and standards of identity 
for other cheeses, processed cheeses, 
cheese foods, cheese spreads, and re- 
lated foods have been established (15 


F. R. 5656). 
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Administration 


Penicillin Tablets. — Certification of 
penicillin tablets that contain two or 
more sulfonamides is provided in an 
amendment to the antibiotic regulations 


(15 F. R. 5333). 


Penicillin and Streptomycin. — Tests 
and methods of assay and certification 
of two new antibiotic products have 
been provided for: penicillin and strep- 
tomycin, and penicillin and dihydro- 
streptomycin (15 F. R. 5629). 


Certification of Dental Products.— 
Certification of penicillin tooth powder, 
aureomycin dental cones, aureomycin 
dental paste, and tablets ~ 
intended for vaginal use is provided in 
the antibiotic regulations as amended 
(15 F. R. 5732). 


Other Antibiotic Regulation Changes. 
—Procaine penicillin vaginal supposi- 
tories, dihydrostreptomycin ointment, 
and crystalline penicillin O (sodium and 
potassium) may be certified (15 F. R. 


5469). 


aureomycin 


(Continued on page 624) 
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The Multiple Seizure Bludgeon 


SEIZURES BASED ONLY ON THE JUDGMENT 
OF THE ADMINISTRATOR CAN CRIPPLE 
SMALL AND MEDIUM-SIZED BUSINESS 
WHEN SUCH JUDGMENT PROVES TO BE 
ERRONEOUS, WHAT IS WINNING THE CASE 
TO THE INNOCENT CLAIMANT WHEN HIS 
BUSINESS IS DAMAGED OR DESTROYED? 


e ¢ e BY LESTER L. LEV 


N THE 12 YEARS which have elapsed since the adoption of the 
Food, Drug, and Cosmetic Act of 1938, the seizure provisions of 
Section 304 have been widely applied and tested.’ It is time to 

re-examine this section of the Act in the light of accumulated experi- 


ence. It reads in part: 

Section 304. (a) Any article of food, drug, device, or cosmetic that is 
adulterated or misbranded when introduced into or while in interstate commerce 
or while held for sale (whether or not the first sale) after shipment in interstate 
commerce, or which may not, under the provisions of Section 404 or 505, be 
introduced into interstate commerce, shall be liable to be proceeded against while 
in interstate commerce, or at any time thereafter, on libel of information and 
condemned in any district court of the United States within the jurisdiction of 
which the article is found: 








1In the fiscal years 1947, 1948 and 1949, Federal Security Agency, Food and Drug 
a total of 5,230 seizure actions were filed Administration). 
(1948 and 1949 Annual Reports of the 
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There is no limitation on the number of libel actions which may be 
brought against a product for adulteration, but Congress took a less 
serious view of misbranding, for Section 304 (a) continues: 


Provided, however, That no libel for condemnation shall be instituted undet 
this Act, for any alleged misbranding if there is pending in any court a libel for 
condemnation proceeding under this Act based upon the same alleged misbrand 
ing, and not more than one such proceeding shall be instituted if no such pro- 
ceeding is so pending, except that such limitations shall not apply (1) when such 
misbranding has been the basis of a prior judgment in favor of the United States 
in a criminal, injunction, or libel for condemnation proceeding under this Act, o1 
(2) when the Administrator has probable cause to believe from facts found, with- 
out hearing, by him or any officer or employee of the Agency that the misbranded 
article is dangerous to health, or that the labeling of the misbranded article ts 
fraudulent, or would be in a material respect misleading to the injury or damage 


of the purchaser or consumer. 

There are, therefore, four instances of alleged misbranding where 
there is no limit on the number of seizures which may be filed: 

1. Where there is a prior tudgment against the labeling. 

2. Where the Administrator believes the article to be dangerous. 

3. Where the Administrator believes the article to be fraudulent. 

4. Where the Administrator believes the article would be mis- 
leading in a material respect. 

As to the first, little criticism can be made of the right to make 
multiple seizures of a product already judicially found to be mis- 
branded, assuming, of course, that the term “prior judgment” means 
final prior judgment. A shipper who continues to use labeling which 
has been proven to violate the law deserves no protection against 
further legal action based upon his wilful conduct. 
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It is equally clear that the second condition is one which justifies 
the use of any method necessary to move the article from the market. 
If the Administrator has good cause to believe that the article is dan- 
gerous or that it would be dangerous if used according to the labeling, 
it should be confiscated as quickly as possible. A public emergency 
demands fast action. The courts have consistently sustained the right 
of government to adopt drastic measures to protect public safety in 
cases of emergency, and under such conditions the summary depriva- 
tion of property without prior hearing violates neither legal nor moral 
precept. 


Less basis is found in support of the power to make wholesale 
seizures when the Administrator believes that labeling is fraudulent. 
The emergency, from the standpoint of public welfare, if not entirely 


absent, is at least far less real. 


A truly serious problem lies in the fourth condition. The power 
to make widespread seizures, involving identical issues, of an article 
from facts found, without 


merely because the Administrator believes 
hearing, by him or any officer or employee of the Agency, . . . that 
the labeling of the misbranded article . . . would be in a material 
respect misleading to the injury or damage of the purchaser or con- 
sumer,” is loaded with dynamite. 


The devastating effect on a small or medium-sized victim of a 
many-pronged seizure campaign cannot be overemphasized. A large 
number of seizure actions can effectively ruin the morale of the selling 
organization, whether it be company controlled or an independent 
retailer group. The salesmen and store owners from whose stocks the 
seizures are made are certain to lose their ardor in pushing the 
product in the future. It is a very real shock suddenly to find that 
the sovereign government of the United States is one’s adversary. 
Other members of the selling organization, hearing of the seizures 
elsewhere, will likewise reduce or abandon their sales eftorts for fear 
of similar action. Adverse publicity, which frequently follows the 
filing of such law suits in the various jurisdictions where they are 
brought, forever damns the product in the public mind. The difficulty 
and expense of filing claims of ownership, answers, and bonds in 
widely separated jurisdictions, and in arranging for consolidation and 
removal of the actions may be enormous, and, in some cases, may be 


N 


st 
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beyond the claimant’s financial ability to meet. After consolidation 
and removal, additional libel actions may be filed; there is nothing in 
the law to prevent it. Nor is there anything in the Act which pro- 
hibits the filing of additional libels even after the same labeling has 
been pronounced innocuous in an earlier libel proceeding. It has not 
yet been determined whether the claimant may rely upon the doctrine 
of res judicata at the trial of the subsequent actions, but even if he may, 
the damage accruing from the additional seizures will already have 
occurred. 

If, upon trial of the issues, the Administrator’s opinion is found 
to have been erroneous and the labeling is judicially pronounced to be 
inoffensive, what is the plight of the innocent claimant? He has won 
his case, to be sure, but a favorable judgment is poor compensation for 
damage to or destruction of his business. 


Inherent Danger in Power 


The danger inherent in the multiple seizure power was recognized 
in National Remedy Company v. Hyde (50 F. (2d) 1066), where, in 
granting an injunction against future seizures under the 1906 Act,” the 
court said: 

The prosecution of libels in various courts in widely separated parts of the 


United States is unnecessarily oppressive and causing appellant great and unnecs- 
sary expense, and is ruining, and will ruin and destroy, its business and good will. 


The power was the subject of much bitter debate in Congress and was 
one of the major issues which delayed passage of the Act. Typical 
of the fears expressed by some Congressmen of the multiple seizure 
power, was that voiced by Senator Bailey during Senate debate on 
April 8, 1935: 4 


It happened that last evening I picked up a magazine called Time and found 
therein an advertisement of Phillips milk of magnesia and one or two other 
products. Here is my point. If the man who produces Phillips milk of magnesia 
happen to be so unfortunate as to publish an advertisement which the Department 
here may condemn, every bottle of his goods throughout the United States may 
be seized and the whole business disgraced over night .... The fact that there 
are articles of curative or professed curative value, produced in America, which 


276 Law and Contemporary Problems 13. 
ures is not now available. Mytinger and *Dunn, Federal Food Drug and Cos- 
Casselberry v. Ewing, 94 L. ed. adv. op. metic Act, page 432. 

776 [CCH FOOD DRUG COSMETIC LAW 

REPORTS f 7136]. 
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may not be what we should like them to be, does not justify a course of action 
which enables the Department of Agriculture, of its own motion, and arbitrarily, 
to take action which will destroy the business of an innocent man.° 


W. G. Campbell, then Chief of the Food and Drug Administration, 
deemed it necessary to assure the House Committee on Interstate and 
Foreign Commerce, that although the power could indeed be abused, 
his administration would carefully refrain from doing so. When the 
bill came to final passage it apparently was the belief of many members 
of Congress that injunctive proceedings would be used wherever pos- 
sible rather than the multiple seizure method, in order to avoid the 
hardships arising through the use of the latter. House Report 2139, 
(Seventy-fifth Congress, Third Session (1938), pages 3-4) includes the 


following discussion of injunction proceedings under the Act. 

This remedy should reduce litigation. In some cases it should avoid the 
hardship and expense to litigants in seizure cases. In many instances seizure is 
a harsh remedy and should be discouraged and confined to those cases where the 
public protection requires such action. In many cases, it 1s believed . . . injunc 
tions can be used with equal effectiveness and with less hardship. A seizure case 
finally decided in favor of a defendant leaves him without recourse for his losses, 
including court costs, storage and other charges. 


The power given to the Administrator to initiate widespread seizures 
is all the more startling in that he may act without giving the shipper 
a hearing. If given a hearing, the shipper may be able to convince the 
Administrator that his labeling is quite harmless and thus avoid the 
burden of fighting seizures all over the country. But the opportunity 
to present his case is withheld, although the question as to what is 
misleading is frequently a very close one involving sharp differences 
of honest opinion. 

The mischief which lies in the power becomes even more apparent 
when one considers that, as a practical matter, the Administrator must 
lean upon the advice of subordinates whose many vears of enforcing 
food and drug laws may have unconsciously lent bias to their views. 
It is a dangerous device, this power of the Administrator to decide 
without hearing that an avalanche of seizures shall be unleashed 
against an article because its labeling mught be misleading. 


‘The Food and Drug Administration re- *Dunn, Federal Food Drug and Cos- 
mained under the Department of Agricul- metic Act, page 1262. 
ture until 1940 
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Place of Trial 


The claimant need not try each of the various seizure actions 
separately. Consolidation is a matter of statutory right in both adul- 
teration and misbranding cases. Section 304 (b) provides in part: 

When libel for condemnation proceedings under this section, involving the 
same claimant and the same issues of adulteration or misbranding, are pending 
in two or more jurisdictions, such pending proceedings, upon application of the 
claimant seasonably made to the court of one such jurisdiction, shall be consolli- 
dated for trial by order of such court, and tried in (1) any district selected by 
the claimant where one of such proceedings is pending; or (2) a district agreed 
upon by stipulation between the parties. If no order for consolidation is so made 


within a reasonable time, the claimant may apply to the court of one such juris 


diction and such court (after giving the United States attorney for such district 


reasonable notice and opportunity to be heard) shall by order, unless good cause 


to the contrary is shown, specify a district of reasonable proximity to the claim 


ant’s principal place of business, in which all such pending proceedings shall be 


consolidated for trial and tried. Such order of consolidation shall not apply so 
as to require the removal of any case the date for trial of which has been fixed 
The court granting such order shall give prompt notification thereof to the other 
courts having jurisdiction of the cases covered thereby 

Section 304 (a) contains similar provisions with respect to the removal 
of a single libel for condemnation action. 

The relief accorded the claimant by consolidation is only a partial 
relief. As pointed out above, he must still file his claims, answers. 
and bonds in all jurisdictions where seizures have been made unless 
he is willing to let the actions go by default. After consolidation there 
still remains the trial. In the vast majority of the cases, the claimant 
would prefer to try the issues in his home district where his lawyers 
and most of his witnesses are available and where his records and other 
pertinent material are located. If he is forced to travel to another 
district for trial, the cost of the litigation may be multiplied many 
times. If he is not in a strong financial condition, the added expense 
may be prohibitive. It is not only the credulous who suspect that 
many of the defaults which are entered in libel actions are due, at least 
in part, to the unreasonable burden of being forced to try the cases 
away from the home district. 

Under the Act, the claimant has a right to have the consolidated 
cases removed to any district in which one of the seizure proceedings 
is pending. If no such proceeding has been filed in a district close 
to the claimant’s principal place of business, however, this right is a 


privilege in name only. 
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The Act also provides that the consolidated actions may be removed 
to any district upon stipulation. Obviously Congress inserted this 
provision with the intention that it should be used in order to avoid 
undue hardship. Unfortunately, however, the Food and Drug Admin- 
istration has announced that its undeviating policy is to decline to 
stipulate for the removal of seizure actions to claimant’s home districts. 
Associate Commissioner George P. Larrick, in discussing a conver- 
sation he had held with persons who had requested such a stipulation, 
explained the reasons for the policy in the following words: 

I stated the view of the Agency, which was that we did not wish to establish 
the precedent, in view of the legislative history of the Act, of consolidating in 
the home jurisdiction. I explained to them that in many of our actions the cases 
involved matters of tremendous importance to a locality, referred to a statement 
in Judge Knox’s book of a case that he tried involving some canned cherries 
where the court in the book that he wrote later told that he had these cherries 
on trial, and the charge was that they were wormy. And the jury was made up 
of farmers from the locality or merchants whose interests were pretty closely 
connected with the principal business of the community, and Judge Knox used 
this illustration in his book. 

He said the jury brought in a verdict of Not Guilty against the cherries, 
but essentially told the firm not to do it again, and Judge Knox used this as an 
illustration of the difficulty in some types of Food and Drug cases of trying the 
case in the home jurisdiction. 

I explained to them that we wanted to maintain the fundamental principle 
that we didn’t want to transfer jurisdictions to the home district because if we 
once did it, we would have an awful time deciding when we should and when we 
shouldn't do it. 

In the long run, we felt it would be harmful to the proper enforcement of 
this law. 

This policy, based upon some isolated instance, collides head-on 
with the Administration’s practice of bringing criminal actions and 
injunction proceedings under the Act. They, of course, must be 
brought in the claimant’s home district in order to acquire jurisdiction. 
It is difficult to perceive any substance in the reason given for the 
policy, particularly where removal is sought to a district which draws 
its jurors from a large population. In any event, the legislation per- 
mitting removal to the home district by stipulation has been repealed 
by administrative decree. 

There remains the right of the claimant to have the consolidated 
cases removed to a‘ 
principal place of business.” There are no appellate court decisions 


‘district of reasonable proximity to the claimant’s 


interpreting this provision, but the few district courts which have had 
occasion to pass upon it have held that a “district of reasonable prox- 
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imity” to the claimant’s principal place of business, excludes the home 
district.’ Those decisions have been reached by courts in the eastern 
part of the United States. One may wonder how the provision would 
be interpreted if the claimant’s home district were not in the east 
where districts are fairly close together, but in the far west where 
district courts are frequently hundreds of miles apart. If a claimant’s 
principal place of business were in Los Angeles, for example, and a 


number of seizures were made east of the Mississippi, what district 
would be one of “reasonable proximity” to the Southern District of 
California, with its courthouse in Los Angeles? The closest adjoining 
districts are the Northern District of California, with its court located 
in San Francisco, and the District of Arizona with its court in Phoenix. 
Each of these two cities is approximately 450 miles from Los Angeles. 
Are those districts of “reasonable proximity” to claimant’s principal 
place of business in Los Angeles? 

We can take another example. Let us assume the claimant’s home 
district is the District of Hawaii. The closest districts are the North- 
ern and Southern Districts of California, over 2,000 miles away. Are 
those districts of “reasonable proximity” to the District of Hawaii? 

Many lawyers believe that the Judicial Code as amended in 1948 
authorizes the removal of seizure actions to a claimant’s home district. 

Section 1404 provides: 

(a) For the convenience of parties and witnesses, in the interest of justice, a 
district court may transfer any civil action to any other district or division where 
it might have been brought. 

(b) Upon motion, consent or stipulation of all parties, any action, suit or 

proceeding of a civil nature or any motion or hearing thereof, may be transferred, 
in the discretion of the Court, from the division in which pending to any other 
division in the same district. Transfer of proceedings in rem brought by or on 
behalf of the United States may be transferred under this section without the 
consent of the United States where all parties request transfer. 
On May 31, 1949, the Supreme Court held that Section 1404 superseded 
the special venue provisions of the Sherman Anti-Trust Law and the 
Federal Employers Liability Act.* Under those decisions it would 
appear that libel actions may be removed to the claimant’s home dis- 
trict pursuant to the provisions of the new Judicial Code. 





* United States v. 600 Units of Nue-Ovo, _ *Ez parte Collett, 337 U. S. 55: United 
60 F. Supp. 144; United States v. Six States v. National City Lines, 337 U. S. 
Dozen Bottles of Dr. Peter’s Kuriko, 55 78. 

F. Supp. 458; United States v. 26 Dozen 
Bottles Wheatamin Brand Cervigards, 60 
F. Supp. 626. 
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In order that subsection (a) of Section 1404 may apply, the fol- 
lowing requirements must be met: (1) There must be a “civil action” 
and (2) that action might have been brought in the district to which 
removal is sought. 

A number of decisions hold that libel proceedings under the Act 
are admiralty proceedings only insofar as the initial process is con- 
cerned and are ordinary civil actions thereafter. It is therefore clear 
that libel proceedings, once the seizures have been made, are “civil 
actions” within the purport of Section 1404, subdivision (a). 


It also appears that the second requirement is satisfied, that is, 
that a libel action could have been brought in the home district of the 
shipper, assuming of course that that district is the one from which 
the interstate shipment was made. This statement is based upon the 
wording of Section 304 (a), which permits seizure when the article is 
adulterated or misbranded “when introduced into or while in interstate 
commerce. . . .” An article is introduced into interstate commerce 
when committed to a carrier for delivery across state lines. The 
Supreme Court, in numberless cases, has held that merchandise assumes 
the character of interstate commerce as soon as it is delivered to a 
carrier for interstate transportation.”® 

It also appears that transfer to one’s home district may be made 
pursuant to the last sentence of sub-section (b) of Section 1404, which 
provides: 

Transfer of proceedings in rem brought by or on behalf of the United States, 
may be transferred under this section, without the consent of the United States 
where all other parties request transfer. 


A libel action is a proceeding in rem, brought by the United States. It 
should be observed that although the first sentence of this subsection 
refers to transfers between divisions of the same district, the last sen- 
tence specifically states that transfers may be made “under this sec- 
tion,” and not “under this subsection.” The sentence applies to the 
entire section and to districts as well as divisions of districts. 

The Administration resists removal under the new Judicial Code. 
There has been at least one decided case, a decision in October 1949, 








° United States v. 935 Cases of Tomato [CCH FOOD DRUG COSMETIC LAW RE- 
Puree, 136 F. (2d) 523: 443 Cans of Frozen PORTS ° 7039] 

Egg Product v. United States, 226 U. S ” Coe v. Errol, 116 U. S. 517: Texas € 
172: United States v. 88 Cases . . Bire- N. O. R. Company v. Sabine Transporta- 
ley’s Orange Beverage, 5 F. R. D. 503 tion Company, 227 U. S. 111. 
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in the Northern District of Ohio."' The Ohio decision supported the 
claim of the Administration that the new Judicial Code provision ts not 
applicable to seizure cases. The court thereupon remanded the action 
before it to the District Court of the Western District of Pennsylvania. 
Apparently the latter court had been of the contrary opinion because 
it had ordered the removal of the action from Pennsylvania to Ohio. 


There is at least one other case pending, in which Section 1404 is 
claimed to apply, and it will be interesting to ascertain the views of the 
Supreme Court when and if the problem is presented to it. 


Injunction v. Seizures 


The purpose of the Food, Drug, and Cosmetic Act is to protect 
the public. The seizure power must be resorted to where the public 
safety demands immediate removal of a dangerous article from the 
channels of commerce. The criminal provision must be invoked in 
serious cases as a deterrent to further violations. But the real guar 
dian of the public is Section 302, which authorizes the issuance of 
injunctions against the interstate shipment of goods which violate the 
Act. The first two enforcement methods are brought into action after 
interstate shipment, and usually after quantities of the article have 
reached the consumer. The injunction however, stops the offending 
article at its source. It operates before and not after the harm is done. 


It is a procedure concerned more with justice than with techni- 
calities. It is brought in a shipper’s home district where he can ade- 
quately present his defense. Jury trial is not available except in cases 
involving an alleged violation of the injunction, but the advantages of 
a trial in one’s home district would no doubt outweigh the privilege 
of jury trial in a distant jurisdiction. 

Injunction is a speedy remedy. In serious cases restraining orders 
may be issued immediately. Where good cause is shown, preliminary 
injunctions can further protect the public until the case is brought to 
trial. The public interest is protected without delay. If the shipper is 
able to prove that his labeling (or product) does not violate the law, 
he has not been unduly punished by the burdens visited upon the 
victim of a multiple seizure campaign. On the other hand, if the 





_ U. S. v. 25 Gross Jars of Enca Cream 
(DC Ohio, 1949) [CCH FOOD DRUG COS- 
METIC LAW REPORTS { 7135]. 
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product or labeling is violative of the Act, the public will be protected, 
not only by the preliminary orders, but by a permanent injunction 
speedily secured. The injunction and multiple seizure methods should 
both be used where there is a real hazard to the public and some of 
the goods have already crossed state lines. 

When the choice is available, the enforcement officials should use 
the preventive method rather than the punitive. As hereinbefore men- 
tioned, Congress intended that the injunction procedure should be 
followed in the ordinary case rather than the multiple seizure method, 
unless the latter were necessary to protect the public. To knowingly 
permit interstate traffic in order to pounce upon a shipper with an 
indictment or a multiple seizure campaign, is to sacrifice public welfare 
on the altar of misdirected zeal. Under the present structure of the 


Act, this is precisely what may be done. 


Proposed Amendments 


It is suggested that the Act should be amended: 

(a) To confine the use of multiple seizures in misbranding cases 
to those instances in which the article is dangerous to the public health. 

(b) To give libel actions preference on the trial calendar. 

(c) To specifically authorize the transfer of libel actions, whether 
for adulteration or misbranding, to any district, including the claim- 
ant’s home district. 

The Food, Drug, and Cosmetic Act of 1938 is a good law. Every 
honest member of the affected industries regards it not only as a pro 
tector of the public, but as a protector of industry against the careless 
and the unscrupulous. Industry welcomes the fair enforcement activi- 
ties of the Food and Drug Administration. It should stand side by side 
with the Administration in the latter’s efforts to carry out the purpose 
of the law, but is should be equally alert to seek out and to work for 
the elimination of legislative flaws which give opportunity for abuse 


of the vast powers conferred by Congress and by the courts? 


[The End] 
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SANITATION IN FOOD PRODUCTION IS REGULATED BY 
PROVIDING SAFEGUARDS AGAINST BAD PRACTICES IN 
FOOD HANDLING. HERE IS A DISCUSSION OF THE 
METHODS USED IN THE CALIFORNIA CANNING INDUSTRY 


T THE OUTSET, I desire to pay tribute to the man who has 
done more than anyone else to apply to the California canning 
industry its important public health aspect. That man is my 

advisor, counselor, friend, and Chief Consultant to the California State 
Department of Public Health, Dr. K. F. Meyer, without whose untir 
ing efforts and counsel, cannery inspection in California would not 
have made the enviable progress it has. 

[ also want to pay tribute to the man who, more than anyone 
else, was responsible for providing industry as well as regulatory 
officials with methods for the detection of filth in food products, the 
late Dr. Albert C. Hunter, of the Federal Food and Drug Administration. 

The canning industry is regulated by many governmental agen- 
cies. The most important is that agency of the state or Federal gov- 
ernment which enforces the provisions of the pure food laws. 

Food industries, as a whole, have little or no complaint to make 
insofar as the enforcement of the pure food laws are concerned, pro- 
vided they are uniformly enforced. We, in regulatory work, recognize 
the remarkable progress that has been made through the cooperative 
efforts between industry and food officials. 

The research programs carried on and financed by industry form 
the basis, in most instances, for the adoption of standards and regula- 
tions promulgated by government. 
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FOOD PLANTS 





By MILTON P. DUFFY 
CHIEF, BUREAU OF FOOD 
AND DRUG INSPECTIONS 
STATE OF CALIFORNIA 





The California Pure Foods Act does not require that our agency 
offer advice or paternalism to industry. Yet, we in California have 
always felt that the industries are entitled to the best information, 
counsel, and criticism that we have to offer within the limits of our 
knowledge. There has never been a time when any member of food 
industry could not obtain advice merely by asking. In this way, better 
cooperation between industry and government is obtained, and has 
been maintained in California. 

Common decency alone requires that clean and sanitary condi- 
tions prevail in all food production. In determining sanitation, mod 
ern concepts of food control encompass the maintenance of conditions 
which exclude the incorporation into foods of extraneous elements; 
that is, those elements which are obnoxious or repulsive regardless of 
their importance as agents of disease. 

Accordingly, an establishment, operating in a manner to invite 
or permit contamination of its output with matter properly classified 
as filth, may be described as insanitary. The objectionable matter 
may be the excreta of man or animal, or it may be in the form of 
maggots, worms, insects and insect parts, rodent hairs, and other 
materials which disgustingly defile the product. 

In many instances, the contaminants are macroscopic, and detection 


of the avenues of the ingress into the product depends only on keen 
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powers of observation and common sense. Other cases involving 
microscopic filth call for an appraisal that invokes knowledge and ap- 
preciation of invisible routes of distribution. The term “filth” is the 


legal terminology employed by law. 

It is not my intention to tell you how to build a cannery; those 
in industry know how better than I. I will only try to point out the func- 
tion of food law enforcement which, I trust, will be of benefit in estab- 
lishing safeguards which will make it unnecessary for those engaged 
in food industry to pay us an official visit, via citation route, as pro- 
vided for in the California Pure Foods Act, an important part of the 
California Health and Safety Code. 

There is no disposition on my part to claim that food production, 
in general, is carried out in an insanitary manner. Nevertheless, we 
would not be honest with those with whom we deal, nor indeed with 
ourselves, if we did not admit that either through pride or through 
reluctance to change, ignorance, blindness, or indifference, some bad 
practices in food handling have been allowed to become established. 


Responsibility for Sanitation 

The responsibility for the sanitation of the plant is on the owner 
or the chief executive of the corporation, as the case may be. It is 
his responsibility to see to it that someone who is competent, well- 
informed, and trained in sanitation is placed in charge of this most 
important phase of food production. It is one thing to employ a trained 
sanitarian, or to place an employee in charge of this phase of produc- 
tion, but it is another thing to back him up, to support him in his 
recommendations, and to see that they are carried out. 

The sanitarian or employee who is well trained in sanitation should 
know every nook and corner of the plant, and should know the plant’s 
problems from A to Z. He should be practical in reporting his recom- 
mendations to management; his suggestions to management should be 
a matter of record. 

It should be with a sense of pride that matters pertaining to sanita- 
tion are discussed with food officials. From personal experience | 
know that a discussion of these matters and this type of friendly co- 
operation pay dividends. If a broker or buyer visits a plant, manage- 
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ment generally takes pride in pointing out all features of plant clean- 
liness. This should apply as well to food officials. 

There is no need to fear the food official if everything is on the 
“up and up.” However, if it is not, the firm will hear about it; the 
problem of sanitation should be given proper attention from every 
viewpoint. 

There is no need for the daily report by the sanitarian unless the 
owner or the top executive will give it his personal attention. In addi 
tion, it is a good record for future use, even if it is routine and 
repetitious of items checked daily. 

The daily report by the sanitarian should provide a picture of the 
plant in operation, giving attention to every item of sanitation. Ir 
respective of the time involved in checking these reports, here is where 
initial attention is called to sanitation at a particular hour of the day 
and here is where the corrections originate. 

It is not our intention to tell industry how to run its business 
However, we have a job to do and we are entrusted to do that job 
to the best of our ability; and the carrying out of this job entails 
considerable responsibility. 

Most canners have been more or less conscious of the advantage 
of clean plants and have endeavored to maintain them. The majority 
are not resentful of constructive criticism given by regulatory officials. 
There is always a reason why criticism is given, and, when it is given, 
the prudent operator makes a memo and gives the problem immediate 
attention. 

From experience, I can say that trouble could be frequently avoided 
if this plan is followed. 


Inspection by Food Officials 


When food officials visit your plant, it is wise to accompany them 
during their inspection; also, have your sanitarian or other employee 
who is delegated to the sanitation problem accompany them. Maybe 
some good suggestions can be made. Try not to be “too busy” to see 
food officials. 

You are all interested in “quality control.” Sanitation of your plant 
is just as important as quality control ; sanitation and good housekeep- 
ing go hand in hand, thereby making sanitation a “must.” 
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Standards have been established for many canned food products 
by regulatory officials. It behooves food industries themselves to adopt 
and establish a standard for sanitation. 


Canners themselves establish contracts (Canners League con- 
tract), which are standards of judgment for acceptance of raw ma- 
terials and for the control of plant processes, that are more rigorous 
in their demands and more inclusive in their scope than can be imposed 
by the general language of state or Federal statutes. 

It follows that management should and must adopt standards of 
sanitation and sanitary practices that would benefit and credit industry. 


Procedure 


When a plant is operating and is visited by a member of our 
organization, this is what happens: 

1. The Inspector notes and records the conditions as they exist; 
sometimes takes photographs; takes official samples of products being 
packed and leaves a representative sample with the firm; takes what 
we, in our work, call “filth specimens”; notes conditions of the storage 
of all raw materials and markings on same; checks with ultraviolet 
light for urine stains on sacks of sugar, cereals, salt, and so on; checks 
spices, vinegar, oil, and so on for filth; checks syrup room and syrup 
tanks for contamination. To headquarters he submits his report, the 
official samples, the filth specimens, and the codes of the day’s pack. 
We, in regulatory work, must be made aware of the methods of production 
and processing employed by the firm; hence, all this is incorporated 
in the Inspector’s report. 

2. The samples and the filth specimens are submitted to the 
laboratory, accompanied, in some instances, by the Inspector’s report. 

3. The laboratory report may reveal adulteration in some form or 
other. This information is transmitted to headquarters where action starts. 

4. The Inspector is assigned to establish a quarantine. If the 
material has been shipped, shipping records of all codes are obtained; 
warehouses and wholesale and retail outlets are checked. 

5. Citations are then issued charging violation of Section 26510 
of the California Health and Safety Code. A hearing is held, in ac- 
cordance with law, and an opportunity is given for presenting all the 
facts, and to contest our findings. 


uw 
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6. At the hearing, the Inspector’s report and laboratory findings 
are considered. If the plant is operating under insanitary conditions, 
carelessly sorting raw materials, improperly storing ingredients, or the 
raw materials are found to be adulterated, it leaves us no alternative 
than to refer the case for prosecution; or, in lieu thereof, to destroy 
the product either voluntarily or by libel. 


7. Our findings are reported to the Federal Food and Drug Ad 
ministration if the firm engages in interstate commerce. Exchange of 
information is reciprocal. The state standard is identical with the 
Federal standard, and, as a member of the Food Standards Committee 
of the Federal Security Agency, Federal Food and Drug Administra- 
tion, I urge all canners to remember that California does not permit 
the sale of any food product that does not comply with Federal 
standards. 

&. Seizures of violative material are made by the Federal Food 
and Drug Administration, if shipped in interstate commerce, and by the 
California State Bureau of Food and Drug Inspections, if shipped with- 
in the state. 

9. Prosecution may be instituted which results in adverse pub 
licity. We, in regulatory work, prefer that such occurrences be averted 
by attention to proper sanitation. They can and should be avoided, but 
it rests squarely with management. 

In making plant inspections, our personnel is instructed to call 
attention to any insanitary conditions and practices. From there on, 
it is up to plant management to give them immediate attention. Do 
not wait for regulatory officials to point out insanitary practices! 

\gain, if and when such conditions or practices are pointed out, 
take my word for it, see that such practices are corrected then and 
there: not tomorrow, nor at the end of the week, nor during the light 
of the moon (as they say in the fishing industry), but at once! Thus 
you avoid the probability of quarantine, citation, seizure, prosecution, 
and adverse publicity. 

Doctor Meyer always insists on the “educational way,” and he 
is right. But we must do more than just educate. We must insure 
that the education is put into practice! We have been at this a long 
time, 36 years to be exact, and have seen to it that neither aspect is 


neglected. 


4st 
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Never let a State Inspector leave the plant unless you have asked 


the question: What suggestions can vou give us toward bettering 
conditions here? He is instructed to offer counsel and constructive 
criticism, 


Tolerances for Filth 


There is no announced tolerance for filth, largely because the law 
does not give authority for such a tolerance. However, if it were 
permitted, it is obvious that good administrative practice would not 
justify it, since it would only serve as a goal for sharpshooters. 


Under the provisions of the California Pure Foods Law and the 
regulations of the State Board of Public Health, the only established 
tolerances are: 


1. Article 38, Number 10570: Tomato Products, Mold Filament Tolerance 
A mold tolerance of 40 per cent of the microscopic fields as announced by said 
Federal agency, in 1940, is not to be exceeded in cases of tomato catsup, puree, 
and paste. 

Article 38, Number 10571: The mold tolerance in case of tomato juice should 
not exceed 15 per cent; but if this tolerance is exceeded because of abnormal con 
ditions, actions will not be instituted unless mold filaments are present in more 
than 20 per cent of microscopic fields. 

2. Article 41, Number 10615: Wine. The maximum sulphur dioxide content 
of any wine shall not be greater than 350 parts per million of total sulphur dioxide 
or sulphites expressed as sulphur dioxide. 

3. Article 3, Number 10124: Tolerance for Arsenic and Lead in Animal 
Food. Arsenic may be safely used in animal food to the point of 1/20 grain per 
pound and 1/60 grain lead per pound average dose. 

4. Article 27, Number 10446: Arsenic and Lead Tolerance on Apples and 
Pears. Spray residue tolerances for apples and pears shipped within the juris 
diction of the Federal Food, Drug, and Cosmetic Act are set at 0.05 grains of 
lead per pound and 0.025 grains of arsenic (as arsenic trioxide) per pound 

5. Article 27, Number 10448: Fluorine Tolerance. The tolerance for fluorine 
will remain at 0.02 grains of fluorine per pound (as set by the Secretary of Agri- 
culture in an annoucement of November 14, 1938). 


There is no tolerance for insect or worm fragments, aphids, rat 
hairs, or other extraneous substances. True enough, in utilizing the 
results of laboratory examination of samples as measures of con- 
tamination, correlations, as far as possible, are established between 
the objective findings in the specimens tested and the conditions under 
which they were prepared. 


cn 
uw 
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With known conditions of handling and preparation, insect parts, 
worms, rat hairs, and other extraneous substances are appraised as 
measures of deficiencies in sanitation. 

Furthermore, as a corollary to filth and insanitary practices, it is 
not actually necessary to find filth in the product; the law, both Fed 
eral and state, declares in Section,26458, California Health and Safety 
Code: 

The term “contaminated with filth” applies to any food not securely pro 
tected from dust, dirt, and as far as may be necessary by all reasonable means, 
from all foreign or injurious contaminations 

Section 26470 (3), California Health and Safety Code states that a 
food shall be deemed to be adulterated if: 

It consists in whole or in part of a diseased, contaminated, filthy, putrid, 
or decomposed substance or if it is otherwise unfit tor food. 

It has be en produced, prepared, packed, or held under insanitary conditions 
whereby it may have become contaminated with filth, or whereby it may _ be 
rendered diseased, unwholesome, or injurious to health 

That is the legal terminology that confronts those who operate an 
insanitary food packing plant. 

Thus, it can readily be understood that the number one item 
which all food officials stress is the “need for more supervision of 
sanitation, and better housekeeping in food plants.” 

The California Pure Food Law, section after section, is identical 
with the Federal Food, Drug, and Cosmetic Act, insofar as the canning 


industry is concerned. 


Suspension of Canning Licenses 
In addition, in California, the canning industries packing non-acid 
fruits, vegetables, fish and fish-products, meat and meat products, spe 


cialties, and canned dog and cat food, are licensed under the Canning 


Inspection Act. ’ 
Section 28416 prov ides: 
Che State Board of Health may, after notice and opportunity for hearing, 


suspend or revoke a license issued under this chapter for any of the following 


causes: 
* * 


operation of an insanitary cannery after the notice by registered mail has 


he en received 
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Section 28417: 


. after conviction for a violation of the Pure Foods Law, Chapter 3, California 
Health and Safety Code, the license of any person may be suspended for a period 
of from one to 30 days. 


Section 28418: 


. . . proceedings for the suspension and revocation of licenses shall be conducted 
in accordance with Chapter 5, Part I, Division 4, Title 2, of the Government Code. 


[t is heartening to announce that none of these sections, which were 
incorporated into law by the 1947 legislature, has been used to date. 

Here, again, is another reason for operators under license by the 
California State Board of Public Health to exercise “more supervision 
of sanitation and better housekeeping in the canning industry.” 

The procedures and methods of analysis for the detection of filth 
in food products are proven tests; filth can be detected in all types 
of food products. 

Those who are members of the National Canners Association are 
provided with an excellent service, which should be utilized at all times. 

Canners who have their own laboratories staffed with competent 
personnel know these methods. Those who do not should at least train 
technical assistants in order that they know at all times the sanitary 
condition of their plant and products; otherwise they are headed for 
certain trouble. 


Sanitation in Handling Commodities 

In handling commodities, especially raw materials, particular at 
tention should be paid to insure that: 

1. All raw materials are washed, sorted, trimmed, and thoroughly 
inspected before canning. 

2. All damaged, insect- or worm-infested raw material is elimi- 
nated, unless properly trimmed. 

3. Sugar, salt, flour, spices, and other ingredients are stored and 

5S S 

handled in a manner to prevent contamination with dirt or water, 
or by animals, insects, or birds. 

a. Ingredients subject to infestation by insects, such as cereals, 
flour, spices of all kinds, ground or whole seeds, nuts, barks, berries 
or fruit, should be thoroughly inspected at the time of purchase and 
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delivery, and then stored in such a manner as to prevent infestation and 


deterioration. 


b. Spices, and other such commodities, are never stored in paper 
bags or cartons, if purchased in quantity in bulk. They should be 
stored in metal containers with a tight-fitting cover. 


c. Storage of flour, farina, salt, sugar, or, in fact, all bulk in- 
gredients used in food industries are stored off the floor on pallets, 
(at least eight inches). An additional safeguard for such products dur- 
ing storage is to provide a passageway against the wall and between 
the various stacks. This permits inspection and assures added pro- 
tection against rat harborage. 


d. Employees do not sit or walk on bags of sugar, salt, or other 
food products. Such products should always pass over an inspection 
table before being used. 


e. The outside of sugar, salt, or flour bags are cleaned (brushed 
thoroughly) in a separate section of the plant before dumping out 
their contents. And, when being dumped, care should be exercised 
to see to it that no fuzz or lint is allowed to contaminate the product. 


Sound, wholesome fruit, vegetables, or specialties may be used 
to begin with, but trouble can often start if protective measures for the 


above ingredients are neglected. 


Therefore, it is most important that a rigid check of ingredients 


used in canneries is maintained prior to use. 


The ultraviolet light can be used to great advantage in detecting 
urine stains on sacked food products. This piece of equipment, in the 
opinion of most food officials, is essential in each cannery and is rela- 


tively inexpensive and readily available. 


Another important check for all canners purchasing flour, farina, 
salt, sugar, and other staples in carload lots is this: Check the car 
as it arrives, and, most important: Check the interior of the car after 
unloading. Here is your index as to whether raw materials are arriv- 
ing under good, sanitary conditions. Often we have found the car, 
at the time of unloading, to be infested with insects, worms, urine 


stained sacks, and rodent hairs. 
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Machinery and Equipment 


At the end of the season, all machinery and equipment should 
be repaired immediately, thoroughly cleansed with hot water and 
detergents, and scrubbed with brushes. 

Every effort must be put forth at the start of the season to clean 
both the plant and the equipment thoroughly. It should also be done 
at the termination of each day’s pack, and as often as may be neces 
sary during the packing day. Water or steam alone will not do the job: 
they should be supplemented with detergents and brushes. 

Fittings, pipes, valves, and other conduits of food ingredients 
should be so constructed that they may be easily removed for cleaning. 
\ll utensils such as pans, pails, tubs, and scoops used in food processing 
must be kept clean when in use and given proper care when not in use. 


Plant Construction 

Plant construction items which need attention are: 

1. Proper lighting, especially where sorting is carried on, as well 
as for food storage areas. 

2. Proper ventilation, to remove excess steam in order to prevent 
mold growth, drippage into food or onto equipment handling food, 
rotting of wooden structures, deterioration of paint, and unsuitable 
working conditions for employees. ’ 

Walls and overhead coverings should be kept well painted. Over 
head pipes, shaftings, and other places where dust and dirt may ac- 
cumulate should be cleaned at frequent intervals. 

The floors of all processing rooms should be smooth and water 
tight, with a pitch of from '4 to ' inch per foot to insure proper 
drainage. Floor drains should be provided, sufficient in number, and 
so constructed that their covers can be easily removed for cleaning 
purposes. 

All doors and other openings should be screened or otherwise 
protected so as to exclude flies and other insects. 

All buildings should. be rodent-proof insofar as possible. A sys 
tematic program of rodent eradication should be maintained and a 
record kept thereof. Such records should be available to inspection 
by food officials to enable a proper evaluation of effort expended 
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Sub-flooring and basement areas should not be neglected if a 


rodent problem is to be brought under control. 


Use of Chemicals in Food Plants 


\Vetting agents designed to reduce the surface tension of water 
should not be used unless it is known that they are nontoxic and that 
they do not contaminate the food; anyone who desires to use any 
wetting agent should seek such advice and information from the 
State Department of Public Health. 


This is also true for quaternary ammonium compounds, Such 


chemicals should never be used until proper authorization has been 
recei\ ed. 

Paints containing inhibitors for mold should be used only after 
expert authoritative advice has been received. Those who sell such 
materials are not always fully aware of the possibility of contamina 


tion of the canner’s products by new and untried materials. 


Detergents that can be readily removed during the washing and 
cleaning-up process, which leave no residues, should be the only ones 
used. It is most essential that food products do not become con 
taminated as they pass through the machinery and equipment. 


Preservatives added to ice bearing various trade names have yet 
to prove of merit. Most of these chemically treated ices contain eithet 
about one per cent sodium hypochlorite, one part Chloramine T, and 
two parts benzoate of soda, magnesium benzoate, or a quaternary 
ammonium compound. The varied claims made for these “antiseptic 


ices” have not been substantiated as \ cl 


It cannot be over-emphasized that chemicals should never be used 
at any time unless proper authoritative information has been secured 
in advance. By proper authoritative information is meant the referral 
of the subject to either the State Department of Public Health, the 
Federal Food and Drug Administration, or the National Canners’ As 


sociation ; the latter constitutes an important segment of food industry 
It is my firm belief that a thorough understanding of the purposs 
of sanitation and good housekeeping, plus its proper exercise, minimizes 


the need for many of these chemical substances. 


a | 


At 
‘sa 


Better Housekeeping in Food Plants Page: 








It is not only necessary to rid the plant of rats and insects, to 
freshen up with new paint, and to provide proper lighting and ventila- 
tion, but more fundamental action must be taken. It is by locating 
and eliminating pests, by installing permanent facilities for inspection 
of raw materials, by providing an unpolluted water supply, and by 
insistence upon a hygienic standard of personal behavior on the part 
of employees, that the ultimate objective can be reached. 


Attainment of this objective requires a search for things that are 
not always the most obvious; however, a differentiation must be made 
between conditions that are disorderly and those that may. have real 
sanitary significance. 


Dark and dingy ceilings, over-crowded poorly-ventilated working 
space, lack of morale, and lack of personal pride in the establishment 
contribute to a state of affairs that is hardly conducive to the main- 
tenance of sanitation. A food official making an inspection will always 
note and report the presence or absence of these and similar factors 
which contribute to the sanitation picture. A high state of morale, 
education, and close supervision are needed to make a sanitation 
program effective. 


Conclusion 


In conclusion, we wish it distinctly understood that we assume 
no superior airs about our knowledge of such things, nor can we furnish 
all the answers. In fact, here in California, the technical men in in- 
dustry have been the source of a wealth of information to us in regula- 
tory work, We know instinctively that the efforts of government and 
business mtst be cooperative to be successful. Nevertheless, the re- 
sponsibility for running the establishment and running it properly 
rests upon management. 


Moreover, industry should voluntarily set standards of sanitation 
and good housekeeping beyond those which can be exacted by any 
state or Federal food law. 


Often our suggestions and criticisms are ignored. In such in- 
stances, we must proceed in accordance with the provisions of the 
California Health and Safety Code. We will continue to do just that 
in every instance where the “need for more supervision of sanitation” 
and poor housekeeping is found to exist. [The End] 
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FRAUD IN FOOD CASES 


By LEONARD WOLFRAM 


THE PREVAILING LEGAL CLIMATE IN NEW YORK 
PROVIDES A DANGEROUS WEAPON FOR THE FRAUDU- 
LENT CLAIMANT. THERE IS AN URGENT NEED TO 
IMPLEMENT EVERY POSSIBLE CURB ON FAKE CLAIMS 


OOD PRODUCT ACCIDENT LITIGATION poses problems 
of affirmative proof and defense which render it almost impossible 
to place plaintiff and defendant on an equal footing. The defendant 
“as arule . . . is without knowledge of the occurrence upon which 
the suit is based until, in many instances weeks and/or months have 
elapsed”? and “. . . necessarily can have no means of disproving by 


eyewitnesses that the occurrence alleged actually took place.” * 
The plaintiff, on the other hand, 


. can hardly invade the refrigerators, kitchens and pantries of hotels and 
restaurants to determine whether due care is being used. .. . He can hardly 
expect wholly unprejudiced testimony from the defendant and his servants if 
they are called as witnesses. Cases will fail for lack of the plaintiff's proof 
where there was no lack of the defendant's fault , 


Each attempt to balance the scales, to overcome the disadvantage 
suffered by one party to the lawsuit, seems to result in a countervailing 
handicap imposed on the other. At the present time, plaintiffs in New 
York, and in an increasing number of other jurisdictions, as a result 
of legislative enactment, judicial decision, and the prevailing climate 

F Moore wv. Natchitoches Coca-Cola Bot- : 2 Russo v. Louisiana Coca-Cola Bottling 
tling Company, 32 S. (2d) 347, 351 (La. Company, 161 S. 909, 910 (La. Ct. of App., 
Ct. of App., 1947) [CCH FOOD DRUG $1935). 


COSMETIC LAW REPORTS f 22,123]. * Cushing v. Rodman, 82 F. (2d) 864, 
869 (CA D. C., 1936) 
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of legal opinion have been accorded an almost insuperable advantage 
over defendants. 

Under the circumstances, it may be helpful to examine the au 
thorities in order to discover how the present situation arose and to 
consider ameliorative measures which seem to be required. 


Establishment of Negligence by Plaintiff 

The injustice of requiring the plaintiff to establish negligence 
affirmatively on the part of the defendant in order to prevail was noted 
in Cushing v. Rodman, where the Court stated :* 

Restricting recovery for the injured member of the public to cases predi- 
cated upon negligence is a seriously inadequate means of securing the social 
interest of the individual safety, because of the great difficulty of proof for the 
plaintiff. 

Because of the general recognition of the injustice involved, the 
requirement of. proof of specific acts of negligence did not long survive 
in most jurisdictions. For instance, in New York there was substituted 
for it, in one case, the rule that proof of the unwholesomeness of the 
food product, and the resulting injuries, established a prima facie case. 
In another group of cases, the doctrine of res ipsa loquitur was applied.‘ 
Pursuant to this doctrine, the plaintiff is relieved of the burden of 
going forward with evidence of defendant’s negligence. The defendant, 
however, is not left completely defenseless since a satisfactory showing 

‘Cushing v. Rodman, 82 F. (2d) 869 * Freeman v. Schults Bread Company, 
(CA D. C., 1936). 100 Misc. 528, 163 N. Y. S. 396 (Mun 
*Cook v. People’s Milk Company, 90 Ct. Manhattan, 1916): Cohen v. Dugan 
Mise. 34, 152 N. Y. S. 465, (Erie Sup. Ct., Brothers, 132 Misc. 896, 230 N. Y. S. 743 
1915), aff'd 175 App. Div. 966, 161 N. Y. S. (Sup. Ct. Bronx, 1928): Bissonette v. Na- 


1121, aff'd 225 N. Y. 661. tional Biscuit Company, 100 F. (2d) 1003 
(CCA-2;: 1939). 


Page 560 Food Drug Cosmetic Law Journal—September, 1950 











of reasonable care and precautions in manufacture may be sufficient 
to defeat the claim.’ Not only in New York, but in most of the other 
states as well, the doctrine of res ipsa loquitur has been applied in these 


cases. 


1906 Definition of Adulterated Food 


Upon this framework, pure food laws have been superimposed. 
New York State had a pure food law defining adulterated food as far 
back as 1903.8 However, it was the Federal government which promul- 
gated the most advanced statutes on the subject. Many of the states 
subsequently adopted the terms and definitions of the Federal statute, 
either in identical or modified form. In 1906, the Federal Food and 
Drugs Act was enacted,’ which defined adulteration of food in inter- 
state commerce and imposed penalties therefor.*° Food was deemed 
to be adulterated “if it contain any added poisonous or other added 
deleterious ingredient which may render such article injurious to 


health.” 


In 1922, this definition was incorporated, verbatim, into the New 
York State Food Law by amendment of the existing statutory defini 
tion of food adulteration."* Thereafter, in 1926, the court of appeals 
decided that violation of the Farms and Markets Law (later to become 
incorporated into the Agriculture and Markets Law, the state’s present 


food law) constituted negligence per se, pointing out that: 


From the duty and its violation there is implied a cause of action in favor 
of the one for whose benefit the duty was imposed and who has been injured by 
the violation. No element of ordinary negligence is essential. Violation becomes 
actionable default.” 

However, the terms of the Agriculture and Markets Law were 
not broad enough to make every sale of food containing foreign sub 
stances a violation of the statute. Two cases which reached the state’s 


highest court revealed this limitation. They were Giminez v. Great 


*Cohen v. Dugan Brothers, 132 Misc. " Agricultural Law, Section 201 as 
898, 899 (Sup. Ct. Bronx, 1928). amended by Laws of 1922, Chapter 48 Sec- 
* Agricultural Law, Section 165, subdi- tion 199, subdivision 5 
vision fourth. as amended by Laws of ' Abounader v. Strohmeyer & Arpe Com- 
1903, Chapter 524. pany, 243 N. Y. 458, 465, 466, 154 N. E. 
‘21 U. S. C. 1, 34 Stat. 768 309 (1926), referred to with approval in 
w 21 U.S. C. 8, 34 Stat. 769 Pine Grove Poultry Farm, Inc. v. New- 


town By-Products Manufacturing Com- 
pany, 248 N. Y. 293, 162 N. E. 84 (1928). 
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Atlantic & Pacific Tea Company, 264 N. Y. 390, 191 N. E. 27 (1934) and 
Bourcheix v. Willow Brook Dairy, 268 N. Y. 1,196 N. E. 617 (1935). 

In the Giminez case, the court of appeals considered an action 
based on the presence of a deleterious substance in a can of crab meat. 
The action was founded on warranty, and the court pointed out that 
there was no way to read a negligence count into the complaint, but 
that: 


Even if the complaint might be so tortured out of its natural meaning, the 
question still remains whether an act in violation of the Agriculture and Markets 
Law is alleged. We reserve an answer for an occasion when such an answer is 
essential to the decision. 

Section 199 of the Agriculture and Markets Law provides in part as follows: 

Sec. 199. Adulteration of food, generally. Food shall be deemed adulter- 
ated . .. 5. If it contains any added poisonous or other added deleterious 
ingredient which may render such article injurious to health. 

The deleterious ingredient was not added to the canned crab meat. It was 
developed in the can after canning. Technically it did not amount to adulteration 
under the statute. 

In the Bourcheix case, the court again considered the application 
of the Agriculture and Markets Law, this time to a case involving 
pieces of glass ina bottle of cream. It concluded that since the statute 
rendered unlawful deleterious ingredients in foodstuffs, and broken 
glass was not an ingredient of cream, no violation of the law was in- 


volved. 


Amended Definition of Food Adulteration 

Then, in 1938, Congress replaced the Food and Drug Act of 1906 
with the Food, Drug, and Cosmetic Act of 1938.1% By Section 342 
of the new Act, an amended definition of food adulteration was sub- 
stituted for the former one, as follows: 

food shall be deemed to be adulterated—(a) (1) if it bears or contains any 
poisonous or deleterious substance which may render it injurious to health; but 
in case the substance is not an added substance such food shall not be considered 
adulterated under this clause if the quantity of such substance in such food does 
not ordinarily render it injurious to health. 

Along with a number of other states, New York followed suit and 
amended its Pure Food Act in a number of respects in conformity with 
the new Federal statute. The definition of adulteration in the Federal 
law quoted above, was adopted with the exception of the latter quali- 


1921 U. S. C. 301, 52 Stat. 1040. 
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fication involving the quantity of the substance. In other words, effec- 
tive September 1, 1939, the New York statute was amended to read, 
at Section 200: 

Adulteration of food. Food shall be deemed to be adulterated: 1. If it bears 
or contains any poisonous or deleterious substance which may render it injurious 
to health. 

Thus, the amendment eliminated the defense, to a charge of vio- 
lation of the adulteration section of the statute, that the adulterant was 
not added (as in the Giminez case) or that it was not an ingredient (as 


in the Bourcheix case). 


Change in Civil Liability for Negligence 


A sweeping change in the rule as to civil liability for negligence in 
the manufacture and sale of food therefore resulted from the 1939 
amendment. As previously indicated, violation of the Agriculture and 
Markets Law creates per se liability for negligence (Abounader v. Stroh 
meyer & Arpe Company, 154 N. E. 309 (1926)). Furthermore, the 
Agriculture and Markets Law need not be pleaded, or even brought 
to the attention of opposing counsel or the court, during trial, to permit 
plaintiff’s reliance upon its violation as a ground of civil recovery 
(Pine Grove Poultry Farm, Inc., v. Newtown By-Products Manufacturing 
Company, Inc., 162 N. E. 84 (1928)). The plaintiff need do no more than 


} 
lon 


allege a cause of action in tort (Salzano v. First National Stores, Inc., 
268 App. Div. 993, 51 N. Y.S. (2d) 645 (1944)). 


In Catalanello v. Cudahy Packing Company (27 N. Y. S. (2d) 637, 
Supreme Ct., Kings, 1941, aff’d 264 App. Div. 723), the court, in decid- 
ing a cause of action for negligence arising out of violation of the 
Agriculture and Markets Law, aptly characterized the changes effected, 
in 1939, as having been: 

within the power of the legislature, acting in the interests of the people of 
the state, to require the manufacturer or retailer, or both, of food intended for 
human consumption to exercise care to protect persons consuming such food, 
even to the extent of making the persons responsible for the product an insurer 
thereof. 

An absolute duty having been established, failure to observe it 
creates liability per se. Nonperformance of that duty cannot be excused 
by proof of ordinary care or reasonable diligence (Chicago, Burlington 
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& Quincy Railway v. United States, 220 U. S. 559, 574, 576, 55 L. Ed. 582 
(1910)). As a matter of fact, no amount of care can excuse the violation. 


The extent of the change effected in New York’s food products 
liability law was also indicated in the Salzano case. There, the plain- 
tiffs in an action involving an alleged foreign substance in oatmeal 
had proceeded solely on a theory of warranty. The trial court had 
found a judgment for the plaintiffs which the appellate division re- 
versed because of lack of privity between the injured persons and the 
defendant vendors. In its opinion, the appellate division pointed out 
that violation of the Agriculture and Markets Law, by the sale of food 
which was unfit for the purpose intended, would entitle the plaintifts 
to recover if the complaint were broad enough to cover such a claim. 
The case was settled soon after the appellate division decision. 

There seems to be little doubt that civil liability without fault for 
harm resulting from the sale of unwholesome food is in the ascendancy 
generally..* Among the decisions of the various state courts, for in 
stance, is Jones v. Mercer Pie Company, 214 S. W. (2d) 46 (Tenn. Sup 
Ct., 1948) [CCH Foop Druc Cosmetic Law Reports § 22,152], in which 
the Tennessee Supreme Court held, in a case involving injuries caused 
by contaminated pie, that violation of the state pure food law consti 
tuted negligence per se. 

Again, in Doherty v. Kresge Company, 278 N. W. 437 (Wis. Sup. 
Ct., 1938), the Wisconsin Supreme Court construed the Minnesota 
food law. In the course of its opinion it pointed out that: 

We are of the opinion that the Law of Minnesota has created a tort liability 
in favor of a person injured by the eating of unwholesome, poisonous or dele 
terious food sold to him, that under the law this liability exists independentl) 
of any showing of culpability other than a showing of violation of the statut 

Also, in McKenzie v. People’s Baking Company, 31 S. E. (2d) 154 
(S. C. Sup. Ct., 1944), the South Carolina Supreme Court construed a 

“It is interesting to note, however, that and the matter was decided on the basis 
in two recent food products liability cases of the rule of absolute liability. Howeve: 
decided in the New York courts (as a_ in the other case, Piazza v. Fischer Baking 
matter of fact both cases were decided in Company, 197 Misc. 418 (N. Y. C. Ct., 
the same court, the City Court of the City 1950) [CCH FOOD DRUG COSMETIC 
of New York, Kings County, by different LAW REPORTS {1 22,215], which involved 
official referees) there is a conflict on this a screw in a slice of bread, the same cases 
point. One of the cases, Alphin v. LaSalle and statutes were referred to in passing 
Diners, Inc., 197 Mise. 415 (N. Y. C. Ct., but apparently no rule of absolute liability 
1950) [CCH FOOD DRUG COSMETIC was perceived and the case was decided 
LAW REPORTS f 22.214], involved in- for the defendant. The Piazza decision is 


juries allegedly caused by wire found in now being appealed by the plaintiff. 
pie. The cases and statutes were discussed 
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state statute containing a definition of unwholesome food somewhat 
similar to that in the 1938 Federal law. The case involved a piece of 
steel in a cake, and the court held that the inclusion of a harmful sub 
stance in food prepared for human consumption was a violation of the 
state pure food statute and that it constituted negligence per se. 


Extension of Absolute Liability 


While definitive adjudication is still lacking in many states," all 
signs point to extension rather than restriction of the rule of absolute 
liability in food cases. Perhaps the most recent comment on this trend 
comes from Dean Pound who views this extension of liability with 
grave misgivings. In the course of a recent lecture he cited, as ex- 
pressive of the general trend, a concurring opinion by Mr. Justice 
Traynor of the California Supreme Court in which the latter stated :" 

I believe that the manufacturer’s negligence should no longer be singled out 
as the basis of a plaintiff's right to recover. In my opinion it should now be 
recognized that a manufacturer incurs an absolute lability when an article that 
he has placed on the market knowing that it is to be used without inspection, 
proves to have a defect that causes injury to human beings.’ 

\s Dean Pound pointed out, Judge Traynor’s opinion was sup 
ported “by the absolute penal liabilities imposed by the Pure Food and 
Drug Acts, and like legislation.” 

Others have likewise recognized the trend towards absolute lia 
bility. Some, curiously enough considering the source, have not ex 
pressed the dissatisfaction voiced by Harvard Law School’s eminent 
Dean Emeritus. For instance, a member of the Casualty Insurance Law 
Committee of the American Bar Association, Section of Insurance 
law stated in 1944: 

The next step in the increasing responsibility ot the producet is likely to be 
a direct recognition of strict liability to abandon all fiction and to cease excepting 


“It is to be noted that a mere judicial both the statutory defintion of adulteration 
statement to the effect that violation of a of food as well as the court decisions, is 
state's food law constitutes negligence necessary to determine how far-reaching 
per se is not indicative of whether or not the rule of absolute liability is in any 
that state has adopted the rule of absolute particular state 


liability for foreign substances in food. * Delivered at the New York County 
For instance, in New York, in 1926, the Lawyer's Association on February 7, 1950 
state’s highest court had ruled that viola- and reported in full in the New York Lau 
tion of the food law constituted negligence ¢ Journal on February 10, 1950. 

per se but it was not until 1939 that the " Escola v. Coca-Cola Bottling Company 


Statutory definition of adulteration of food of Fresno, 150 P. (2d) 436 (Cal. Sup. Ct 
was expanded to encompass all types of 1944) 
unwholesomeness. Thus, close scrutiny of 
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the rule out of existence. Such a move is dictated by social policy and—yes—by 
business expediency. This is not revolutionary, the courts have anticipated it. 
It has worked well in other fields, workmen’s compensation and compulsory 
automobile statutes, despite dire predictions and practical difficulties. Business 
quite generally expects to and should pay its own way.” 


Along with the discussion of the extension of liability in foreign 
substance cases there have been a number of suggestions for improve- 
ment in the method of adjudicating the resultant claims. Among them 
is a proposal for the administrative adjudication of claims by a method 
akin to workmen’s compensation.’® This suggestion, however, over- 
looks the striking dissimilarity between the conditions which made 
imperative the enactment of workmen’s compensation laws on the one 
hand, and conditions existing in the field of food products liability law 
today. 


The application of the established rules of law to claims of in 
jured workmen prior to the era of workmen’s compensation statutes 
resulted in notorious injustice. Stilted interpretation of the rules relat- 
ing to assumption of risk, fellow servants, and contributory negligence 
combined to deprive too many employees of reasonable compensation 
for injuries sustained in the course of their employment. Social and 
economic expedience required that the burden of loss be lifted from 
those injured and shifted to industry and, indirectly, to the public in 
general. 


Problem of Fraudulent Claims 


The situation of the food consumer today is entirely different. 
Statutes and rules of law instead of operating to deprive the consumer 
of compensation for injuries sustained through harmful food products 
are, on the contrary, preponderantly designed to protect him. As a 
matter of fact, so well protected is the injured consumer that the field 
of food products liability law is a happy hunting ground for fraudulent 
claims. So much so that the predominant social interest today must 
necessarily be to find some formula which will afford protection to 
bona fide claimants and at the same time discourage and prevent the 
assertion of fraudulent and unwarranted claims. 


18’ Mary Coate Houtz, ‘‘The Insurance ” Referred to in ‘‘Manufacturers’ Lia- 
Response to a Shifting Caveat,’’ Report of bility to Persons Other Than Their Imme- 
Proceedings, 1944-1945. The Section of In- diate Vendees,’’ Jeanblanc, 24 Virginia 
surance Law, American Bar Association, Law Review 134, 157 (1937). 

p. 296, at p. 308. 
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Failure to prevent false claims adds to the food producer’s cost 
of production to the extent of the sums paid to claimants and the cost 
of defending lawsuits if the producer is self-insured, or in increased 
insurance costs if the producer possesses insurance coverage. This 
increased cost of production inevitably adds to the price which the 
consumer must pay for the commodity in question. The public pays 
the bill ultimately and, therefore, the public has an unquestionable 
interest in the defeat of fraudulent claims. 


Under the circumstances, too much stress cannot be placed upon 
the necessity for the discovery and prevention of false claims of in- 
juries in food product cases. In that connection consideration of the 
recommendation of the New York State Judicial Council for liberalized 
pre-trial examination procedure is appropriate.*° In the words of the 
Council: 

Two major cha 
provide that any party may examine any other party) 
Specifically, in neg 


nges are recommended Che first of these changes 


to the issues as framed by the pleadings. ligence cases,” the 
Council would provide that the examination include the liability and 
naking the practice uniform throughout the state These 


damages, thus n 
ring the plaintiff as well as the defendant, subject to examination 


tacts as to 
changes, 
by rende befor 


adversary On matters 


trial as of right, and permitting either side to examine th 


would make 


1 1 1] 


and ful 


+ 


of defense as well as offense, mutual an eXamination 


is now one-sided and incomplete.” 


It should be noted that the enactment of this recommendation 


would be of far greater benefit to defendants than to plaintiffs as far 


food the true nature of the liability sought 
Judicial Council of the State of New York, to be enforced is for damages caused by 
(1937). This recommendation negligence Thus the statute of limita- 
has been renewed periodically It was tions applicable to tort rather than 
again made in 1950 (see New York Law _ to contract actions has been applied to a 
Journal, p. 1157, April 3, 1950) foreign substance action grounded on 

2 Although the recommendation of the breach of warranty (Schlick v. N. Y. 
Council refers to negligence cases, it is Dugan Brothers, Inc., 175 Mise. 182, 
submitted that foreign substance cases (N. Y. C. Ct., 1940)). Further, it has been 
based on breach of warranty should also held that under Decedent's Estates Law, 
be included. In New York, such actions Section 130, permitting recovery of dam- 


’Third Annual Report and Studies, 


pp. 245-258 
cases 





can be brought in the form of suits under 
Section 96 of the Personal Property Law 
for breach of warranty of fitness for use 
under subdivision 1, or of merchantability 
under subdivision 2, as well as for negli- 
gence. All of the arguments in favor of 
expanded examinations before trial in 
food cases based on negligence apply with 
equal force to those based on breach of 
warranty. As a matter of fact, the courts 
have repeatedly held that whether the 
form of the action is for breach of war- 
ranty or for negligence in connection with 


Fraud in Food Cases 


ages for death caused by the wrongful act, 
neglect, or default of another, an action 
alleging breach of warranty in the sale 
of food will lie, although it had long been 
assumed that only negligence suits might 
be brought under this Section (Greco v. 
S. 8S. Kresge Company, 277 N. Y. 26 (1938)) 
Whether the form of the action ts in tort 
or contract, its essential nature is the 
same. 

2 Third Annual Report and Studies, Ju- 
dicial Council of the State of New York, 
p. 247 (1937) 
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as food products liability cases are concerned. At the present time, 
in negligence cases generally, examinations are restricted and are 
rarely permitted where the party seeking the examination does not bear 
the burden of proof. Thus, in Cook v. People’s Milk Co.,** the plaintitt 
was denied the right to examine the defendant before trial in a case 
arising out of injuries allegedly caused by the presence of poisonous 
substances in a bottle of milk produced by the defendant. The ground 
of the refusal was the fact that it was incumbent upon the defendant 
under the pleadings to establish its defense and that it was not material 
or necessary to plaintiff’s cause of action to obtain information before 
trial which the defendant bore the burden of proving in order to avoid 


liability. 


Amendment of Statute Proposed 

The Judicial Council now proposes that the statute (Section 288 
of the New York State Civil Practice Act) be amended by the substi- 
tution of “relevant to the issues” for the words “material and neces- 
sary” in referring to the scope of the examination. However, since the 
defendant’s liability is absolute, only the fact of the occurrence can be 
in dispute.** Normally, the only testimony adduced by the defendant 
at the trial of an action of this nature relates to the precautions taken 
to prevent foreign substances from finding their way into the product. 
Even if plaintiff were to be permitted to examine defendant before trial 
as to this it is difficult to see what substantial advantage would be 
gained. 


On the other hand, a full examination before trial of the plaintiff 
in food product liability cases may be of considerable benefit to the 
defendant. The Judicial Council has indicated its belief that, generally, 
full and mutual discovery discourages perjury, stating that: 


Actual experience in every jurisdiction shows that liberal examination tends 
to discourage perjury, both because there is not as much time in which to coach 


2290 Mise. 34, 152 N. Y. S. 465 (Sup. of glass in said loaf of bread was known 
Ct. Erie Co., 1915). to said defendant.’’ Further, plaintiff was 

* A curious illustration of the limited permitted to examine the retailer, who 
field for examination of defendants ap- was also named as a defendant, in order 
pears in Chronis v. Ward Baking Com- to show that the ‘‘loaf of bread contained 
pany, New York Law Journal, Sept. 16, a foreign substance, to wit, glass and that 
1942, p. 615, col. 1 (Sup. Ct. Westchester). the presence of glass in said loaf of bread 
There the plaintiff, allegedly finding glass was known to said defendant.’’ No other 
in a loaf of defendant manufacturer’s item of the examination deals with the 
bread, was permitted to examine the lat- cause of the accident. 
ter in order to show ‘‘that the presence 


Page 568 Food Drug Cosmetic Law Journal—September, 1950 











those who testify and in which to manufacture false evidence, and because the 
time elapsing between the examination and the trial permits the checking up of 
statements made. Since the examination is mutual, the party now not usually 
examined will be prevented from testifying falsely.” 
[In food products liability cases, the effect of the proposed amendment 
would be to give the defendant invaluable additional time in which to 
investigate the plaintiff’s claim and to trace possible fraud. 

So far as food.cases are concerned, the generalization of the Judi- 
cial Council is, no doubt, somewhat over-optimistic in stating that: 

It is generally agreed that with an examination of both parties soon after 


the alleged accident, so-called fake negligence cases could tend to disappear. 
Furthermore, valid but exaggerated claims will be reduced more nearly to the 


28 


proper amount. 


However, anything which would tend to expose and impede faked 
foreign substance claims would be highly desirable not only from the 
point of view of the food industry but also from the standpoint of the 


general public which in the long run foots the bill. 


Conclusion 


As we have seen, the balance of advantage in food products lia 
bility cases, in the past, has shifted from time to time. Although, at 
times, the position of the defendant in such cases has been a favored 
one, it is the plaintiff who is now in an almost impregnable situation. 
This being the mandate of the legislature and the courts, few will 
quarrel with the conclusion in cases involving honest claimants. How 
ever, the advantages designed for bona fide litigants create far too 
convenient and dangerous a weapon for the grasp of fraudulent claim 
ants in this field. Under the circumstances, the most urgent current 
need is the implementation of every possible device to curb faked 
claims. The Judicial Council’s proposal for liberalization of New York’s 
examination before trial procedure is such a device. It therefore merits 
the whole-hearted support of the food industry as well as the public in 


general. [The End] 

*% Third Annual Report and Studies, Ju- * Third Annual Report and Studies, Ju 
dicial Council of the State of New York, dicial Council of the State of New York, 
p. 249 (1937). pp. 249, 250 (1937). 
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FALSE 
AND MISLEADING 


BY ROBERT M. DYER 
MEMBER OF THE UTAH BAR 





ee DVERTISING TECHNIQUES effectively employed can 
more powerfully influence social action than any other means 
of communication.” The foregoing statement made by Mr. 
James W. Young, before a national advertising council meeting is 
exemplary of modern-day business thinking. The potential power of 
effective advertising can be seen by examination of the results achieved 
during the late World War II by the United States in its advertising 
campaigns for the purchase of War Bonds. The history of the growth 
of the United States from 13 colonies to 48 states may well be paral- 
leled by a history of the growth of ways and means of advertising, and 
of this great industry itself. Advertising during colonial days was 
limited to restricted localities. In 1888, only two men acknowledged 
to be professional advertising copywriters in New York City. As the 
country became more thoroughly settled and transportation developed, 
so did methods of advertising. With the advent of the radio, com- 
mercial products became well known as a national item rather than 
local, affecting standards of dress, house furnishings and eating. 


A quick glance around in the daily routine of life discloses untold 
media for the advertiser’s copy. Newspapers, periodicals, sign boards, 
movies, sky-writing, handbills, radio, television, all present an adver- 
tising paradise. Nationwide attention was recently focused on the 
advertising in Grand Central Station over loudspeakers. Public opin- 
ion against this “invasion of privacy” was successful in causing a 
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THE AUTHOR WOULD LIKE TO SEE CONTROL 
OVER FALSE AND MISLEADING ADVERTISING 
CONSOLIDATED IN THE FDA DUE TO THE PRESENT 
LACK OF UNIFIED AND SPEEDY REGULATION 


voluntary stoppage, but similar systems exist in the local bus lines in 
such cities as Washington, D. C. 

A significant indication of the power of advertising is the current 
campaign among periodicals to secure advertising by “guaranteeing” 
results to the advertiser. The latest advertising medium allows not 
only instantaneous receipt of the spoken word by the listener, but by 
means of his television receiver the consumer actually sees the product, 
or advertisement, which leaves a more indelible impression with him 
than was heretofore possible.’ 


Upwards of five billion dollars is spent on advertising every year.’ 
Just as the consumer pays for the cost of raw materials and labor in 
the product, so does he pay for the advertising of these products which 
he purchases. The economic value of advertising to the manufacturer 
has been well-proven by the tremendous increase in sales which can 
be assigned to specific advertising campaigns, Such large-scale adver- 


tising may directly benefit the public by placing before it a basis for 
‘See statistics in Advertising Agency servative estimate of five billion dollars is 
and Advertising and Selling, p. 100, Feb- made for the year 1949. Through an in- 
ruary 1950 quiry, I learned that the research com- 
2 ‘1948 Advertising Close to Five Billion pleted so far indicates that 1949 figures 
Dollars," by Dr. Hans Zeisel, Associate were well above the estimate. The monthly 
Director of Research for McCann-Erickson, advertising index published by this maga- 
Inc., Printer’s Ink, p. 27, June 17, 1949. zine is reprinted in the United States De- 
Total advertising expenditures in United partment of Commerce Bulletin. 
States in 1949 were $4,830,700,000. A con- 
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intelligent selection of the goods desired. As long as the advertising 
is reputable and not misleading, so that it actually does represent an 
appraisal of the item, the consumer is clearly benefited. Indirectly, 
the consumer may benefit in an economic manner. The reputable 
producer will pass on to the public any saving which he may find 
possible due to increased production as a result of the larger volume 


of sales.* 

Upon serious consideration of the importance of advertising, it 
becomes readily apparent that ‘the consumer has a large stake in this 
field in a more important way than economic. Even a cursory exami- 
nation of the advertisements in almost any of the national periodicals 
points up the fact that bold statements are made for the product which 
would be difficult to prove as a matter of fact. Must the consumer 
view all of these claims with caution, and attribute them to “seller’s 
puff” or is he entitled to rely to a certain extent on the veracity of the 
statements? Certainly he should be entitled to some protection from 
irresponsible claims of manufacturers of such basic necessities as foods, 


drugs, and cosmetics, even under the doctrine of caveat emptor. 


The law pertaining to advertising is necessarily of comparatively 
recent origin, since the business itself received its life from the devel- 
opment of rapid means of reproduction of the printed word, transpor- 
tation, and communication. The consumer, if left to his remedy at 
common law, has not much choice where he relies on advertising to 
his detriment. He may bring an action of negligence against the 
manufacturer, but is faced with the difficult problem of proving such 
negligence. In some jurisdictions he will have the benefit of the doc 
trine of res ipsa loquitur,’ but even then it is a laborious and expensive 
process to litigate. 


In an action for deceit the consumer must show misrepresentation 
of a material fact, knowledge of the one making the statement of its 
falsity, reliance by the consumer, and harm therefrom.* For the dili 


* Koepler, ‘‘A Mature Look at Advertis- plaintiff was denied recovery for injury 
ing.’’ Printer’s Ink, p. 28, March 3, 1950. allegedly due to a nail in the bread mani 

+See annotation (1919) 4 A. L. R. 1559: factured by defendant. Court held that 
O’Brien v. Louis E. Ligget Company, 255 in addition to false representation by the 
Mass. 553, 152 N. E. 57, 47 A. L. R. 146 advertiser, plaintiff must show fraudulent 
(1926): D. J. Lamb v. J. W. Boyles, 192 intent for an action of deceit. Represen- 
N. C. 542, 135 S. E. 464, 49 A. L. R. 589 tation by defendant on bread wrapper 
(1926). that ‘‘bread is 100 per cent pure ag 

5 Newhall v. Ward Baking Company, 240 was not sufficient to preclude an accidental 
Mass. 434, 134 N. E. 625 (1922), where foreign substance in the bread, which did 
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gent consumer, with sufficient injury to initiate such litigation, Section 
12 of the Uniform Sales Act provides an express warranty in the case 
of a promise in advertising which induced the purchase of the article.® 
Here the difficulty lies in showing privity of contract between the con- 


sumer and the manufacturer. 


The foregoing remedies are unique, however, in that the con- 
sumer has been injured through his purchase of the product and reli- 
ance upon the claims made for it before any action occurs due to the 
advertising. It is only logical that in a field of such fundamental 
importance to the public, there must be some preventive measure 
At the common law there 
A competitor could, 


against false and misleading advertising. 
was no criminal action against such conduct. 
however, secure an injunction to prevent “passing off” as another’s 
goods where he could show harm might result.’ False and misleading 
advertising was thus early recognized as a method of unfair competi- 
tion. Such litigation was again singular in that the action was pri 
marily for the benefit of the competitor and only indirectly of benefit 
to the general public who purchased the products. The problem cre- 
ated by the unscrupulous manufacturer who made misleading claims 
for his product was early recognized, and efforts were made in the 
advertising industry itself to promote legislative action for the preven- 


tion of such false and misleading advertisements.* 


State Legislation 


In 1911,:a model statute was drawn up under the sponsorship of 
Printer’s Ink, a magazine published for the benefit of advertisers.’ 





Prior to 1913, only four states had 


legislation preventing false adver- 





(Footnote 5 continued.) 


not constitute one of the _ ingredients 
Accord, Alpine v. Friend Brothers, 244 
Mass. 164, 138 N. E. 553 (1923), noted in 


(1924) 28 A. L. R. 1007. See also, Davis 
v. Van Camp Packing Company, 189 Iowa 
775. 176 N. W. 382, 17 A. L. R. 649 (1920). 

* Uniform Sales Act, Section 12. ‘Any 
affirmation of fact or any promise by 
the seller relating to the goods is an ex- 
press warranty if the natural tendency 
of such affirmation or promise is to in- 
duce the buyer to purchase the goods, 
and if the buyer purchases the goods rely- 
ing thereon ...”’ 
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* Jay v. Ladler, 40 Ch. Div. 649 (1888): 
Lynn Shoe Company v. Auburn-Lynn 
Shoe Co., 100 Me. 461, 62 Atl. 499 (1905): 
American Washboard Company v. Sagi- 
naw Manufacturing Company, 103 Fed. 
281, 50 L. R. A. 609 (CCA-6; 1900). 

8’ Printer’s Ink, p. 122, March 3, 1921 

®* Drafted by Harry D. Nims of the New 
York Bar, the text of the model statute 
was ‘‘Any person, firm, corporation or 
association who, with intent to sell or in 
any wise dispose of merchandise, securi- 
ties, service, or anything offered by such 
person, firm, corporation or association, 

(Continued on next page.) 
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tising, but through activity of local Better Business Bureaus and 
Chambers of Commerce, almost half of the states had adopted either 
the Printer’s Ink Statute, or some similar provision within the following 
ten years.’? Such provisions are merely a stepping-stone, however, to 
effective control. The model statute only applied to misrepresentations 
of fact, so a clever advertisement could convey an inference **? with 
immunity, and construction of the act may well exempt opinion, 


including the “seller’s puff.” 


With the development of rapid communication and transportation, 
such legislation by states could not provide an effective measure of 
control over false advertising on a national scale, and the advocates 
of “truth in advertising” realized that Federal control was necessary 
to maintain the integrity of the advertising industry.” 


Federal Legislation Meager 


Federal legislation has been meager in this important field of 
business. Control of advertising has been meted out to several govern- 
ment agencies and made incidental to their main function. The Con- 
stitution which gives the national government power to establish post 
offices ** has been interpreted to allow regulations controlling the 
engaged in a fraudulent scheme."* 


delivery of mail to or from one 





(Footnote 9 continued.) 
directly or indirectly, to 
sale or distribution, or with intent to in- 
crease the consumption thereof, or to 
induce the public in any manner to enter 
into any obligation relating thereto, or to 
acquire title thereto, or an interest there- 
in, makes, publishes, disseminates, cir- 
culates or places before the public, or 
causes, directly or indirectly, to be made, 
published, disseminated, circulated, or 
placed before the public, in this State, in 
a newspaper or other publication, or in 
the form of a book, notice, handbill, pos- 
ter, bill, circular, pamphlet, or letter, or 
in any other way, an advertisement of any 
sort regarding merchandise, securities, 
service, or anything so offered to the pub- 
lic, which advertisement contains any as- 
sertion, representation or statement of fact 
which is untrue, deceptive or misleading, 
shall be guilty of a misdemeanor.”’ 

See notes 7-11; 36 Yale Law Journal 
1157 (1927). 


the public for 
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1 State v. Massey, 95 Wash. 1, 163 Pac. 
7 (1917). 

12 Federal Trade Commission heard The 
Associated Advertising Clubs of the World 
advocate interference by the Commission, 
with false advertising as unfair competi- 
tion on Nov. 23, 1915. 

3 United States Constitution, 
Section 8. 

4 Ea Parte Johnson, 96 U. S. 727 (1897): 
Badders v. United States, 240 U. S. 391 


Article I, 


(1916). 28 Stat. 964 (1895), 39 U. S. C. 
Sec. 259 (1946), U. S. Postal Reg. Sec 
369. See American School of Magnetic 


Healing v. McAnnulty, 187 U. S. 94 (1902) 
where court held postmaster’s order with- 
holding mail was invalid because not based 
on sufficient fact of fraud proved in the 
business of plaintiff. Postmaster ad- 
mitted in this action opinions may vary 
in the efficacy of plaintiff's business, and 
on this basis the court considered the 
evidence insufficient to warrant the ‘‘fraud 
order.”’ 
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There must be an intent to defraud here and action for violation of 
the statute has been limited by the courts.” 


The only Federal legislation in this field which is fundamentally 
a preventive measure occurs in the Alcohol Administration Act.*® Under 
the labeling provisions of that act, the manufacturer must submit the 
label for approval by the administrator before it can be used on the 
product. Standards of quality and identity have been promulgated by 
regulation, and a duty of disclosure is imposed upon the advertiser as 
well as prohibition of false and misleading statements. Failure to 
comply may cause loss of permit and criminal sanction."’ 


Federal legislation for the prevention of false advertisements of 
foods, drugs, and cosmetics evolved as a necessary protective measure, 
and as a result of the mammoth expansion of the advertising industry. 
With the advent of the radio, and simplification of household tasks, 
the American people began to depend more and more upon industry 
to supply their wants and needs. It has been statistically shown that 
approximately 40 per cent of the American income is spent for food. 
This field of industry, more than any other, is susceptible to misleading 
claims and the American people are the ones who as consumers of the 
food should be protected in what they eat. 


Food and Drug Act of 1906 


The Federal Pure Food and Drug Act of 1906 ** was passed after 
Harvey W. Wiley and his followers. A 


false 


the diligent efforts of Dr. 
segment of the problem of advertisement was dealt with in the 
provisions of this act which prevented the introduction into, or sale 
in, interstate commerce of a misbranded food or drug.’® This legislation 
was limited in scope however since it did not go beyond the labeling of 


the product involved.*® Limited as it was in the advertising field, the 





Pure Food and Drug Act provided the first preventive measure in 





4 American School of Magnetic Healing 
v. McAnnulty, 187 U. S. 94 (1902); Harri- 
son Vv. United States, 200 Fed. 662 (CCA-6; 
1912). 

1% 49 Stat. 981 
U.S. C. 205(e) (f). 

17 See generally Federal Alcohol Admin- 
istration Act, supra and regulations per- 
taining thereto 

18 34 Stat. 768 (1906). 


(1935), as amended 27 
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” 34 Stat. 768 Sec. 2 (1906) 
* McDermott v. Wisconsin, 228 U. §S 
115 (1913), held control extended to the 
outer package; but see United States v 
17 Bottles labeled in part “B & M,’’ 
55 F. (2d) 264 (D. Md., 1932) where 
false and misleading statements in a 
booklet contained inside a carton of drugs 
held not to be within the provisions of 
the act 


Page 575 








false advertisement of foods and drugs. Basic problems which were 
intended to be covered in this legislation were the protection of public 
health and protection of the public from economic fraud. 


Federal Trade Commission Act 


The broadest control over advertising was yet to come, however, 
and as an incident to, rather than an initiation of, further legisiation. 
The Federal Trade Commission Act of 19147' was passed for the 
purpose of establishing a competent Federal administrative agency 
with investigative powers for the administration of that act, and as 
supplemental antitrust legislation to the Sherman Act. The principa! 
substantive provision of the Federal Trade Commission Act was in 
Section five which subsequently gave rise to the jurisdiction of the 
Federal Trade Commission over false advertising. As originally drafted, 
the Act merely prevented “unfair competition,” but upon further dis 
cussion in committee, the ultimate phrase was to prohibit “unfair 
methods of competition” in commerce. Much debate occurred over 
the phrase as it was finally adopted which can only lead to the con- 
clusion that this phrase was purposely left broad and undefined to 
allow the courts to interpret the section in view of prevailing and 
changing conditions.*? 


The first case to reach the courts involving misrepresentation by 
false advertising was Sears, Roebuck & Company v. Federal Trade Com- 
mission ** involving the sale of sugars, tea, and coffee. The Federal 
Trade Commission had ordered Sears to cease selling these products at 
a lower price based on advertisements that these prices were possible 
due to large quantity purchase by Sears. It was found by the Com- 
mission that there was no truth in such advertising and the court held 
the conduct within the meaning of the terms “unfair methods of com- 
petition” in Section five. This decision is significant since it indicates 
a condition of better standards in business were contemplated in the 


future by saying: 





138 Stat. 717 (1914), amended in 1938 of ‘unfair practices,”’ pp. 11,108, 11,228 
by Wheeler-Lea Amendment, 52 Stat. 111 et seq. For general discussion of Federal 


(1938), 15 U. S. C. 40. Trade Commission, its history, activity. 
22 Congressional Record, Sixty-third Con- etc., see Hendersen, Federal Trade Com- 

gress, Second Session, p. 11,081 et seq., mission (1924), Yale University Press. 

especially at p. 11,083; Senator Cummins 3258 Fed. 307, 6 A. L. R. 358 (CCA-7; 


liberal view at pp. 11,105 and 11,106; list 1919). 
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Sufficient appears in this record and in the presentation of this case to 
warrant us in expressing the belief that petitioners’ business standards were at 
least as high as those generally prevailing in the commercial world at the times 
im question, and that the action of the commission is to be taken rather as a 
general illustration of the better methods required for the future than a specific 
selection of petitioner for reproof on account of his conduct in the past.” 

The jurisdiction of the Federal Trade Commission over false and 
misleading advertising was securely placed in Federal Trade Commis- 
sion v. Winsted Hosiery Company,*”> where the United States Supreme 
Court held representations by defendant company that its product 
was “all wool” to be unfair competition, notwithstanding that other 
tradesmen in the same field used the same representations and irre- 
spective of a tacit understanding in the trade that the labels did not 
mean what they said.*° The Wimsted case represents another step in 
the judicial trend toward the protection of the businessman against 
unscrupulous competition, and in protecting the public from false 
advertising. The trend was more noticeable since the Supreme Court 
had held in the previous decision, Federal Trade Commission v. Gratz,” 
that refusal to sell cotton ties unless an order was also placed for cotton 
bagging was not unfair competition in an area where defendant con 
trolled the market for cotton ties, since there was no competition 
involved. The Winsted case followed a more liberal view and substan 
tially adopted Brandeis’ dissent in the Gratz case where he had said: 

What Section five made unlawful is not unfair competition. That had been 


unlawful before. What that section made unlawful were “unfair methods of 
competition”; that is, the method or means by which an unfair end might be 


accomplished.” 

During the same vear a food case was held to be controlled by the 
Winsted decision, and the company involved was required to cease and 
desist false and misleading labeling and advertising which caused a 
purchaser to believe he was buying the same high quality product he 
had formerly purchased under an identical label.* 


One limiting factor from the standpoint of the consumer was the 
requirement in Section five that action by the Federal Trade Commis- 


* 


sion must be “in the public interest.” Public interest was interpreted 








24 258 Fed. 312. and common usage had interpreted it to 
- 7 , mean all wool. 
258 U. S. 483 (1928). 253 U. S. 421 (1920). 
*258 U. S. 483, 493 (1922). Evidence * 253 U.S. 421, 441 (1920). 
was introduced that ‘‘merino’’ had ac- * Royal Baking Powder Company v. 


quired a secondary meaning as indication Federal Trade Commission, 281 Fed. 744 
of a part wool garment while dictionary (CCA-2; 1922). 


-——— 
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to mean in the suppression of unfair methods of competition and was 
not clearly extended to allow concern over the effect of such methods 
upon the purchaser as an individual.*® This doctrine was squinted at 
by Brandeis in the Winsted case where the secondary meaning of the 
term “merino” was shown not to have extended to the general public 
and there was likelihood of their being deceived through use of the 


term. 

The question of whether false advertising was intended to come 
within the jurisdiction of the Commission has been argued from the 
inception of the bill in Congress until the present day. Discussions 
in the Senate have been previously referred to in footnotes.*' A dis 
senting opinion was written by Judge Denison in Silver Company v. Federal 
Trade Commission ** where he exhaustively reviewed the legislative 
history of the act and drew the conclusion that the purpose of the act 
was to supplement the antitrust legislation and not to control false 
advertising. He allows one concession however, in that he felt “palm- 
ing off” may come within the act where there is sufficient public 
interest. He rationalized the Winsted case into this doctrine.** 

From the time the act was passed, however, the Commission was 
dauntless in its endeavor to retain this control over false advertising as a 
method of unfair competition. The trend of decisions was in its favor, 
and though the undercurrent was ever present, the Commission was 
very successful in the actions it did bring. Since the field of foods, 
drugs, and cosmetics occupies such a large extent of business, it is only 
natural that many of the cases before the Commission involved these 
industries. The Commission was diligent in its efforts of enforcement, 
but was seriously limited, in 1931, by a Supreme Court decision in 
Federal Trade Commission v. Raladam.** 

The Raladam Company marketed a product which was advertised 


as an “obesity cure” and was represented as a scientific product devel- 


” Federal Trade Commission v. Klesner, mission,’’ (1925) 11 Virginia Law Revier 
280 U. S. 19, 68 A. L. R. 838 (1929) held 278, 283, 294; Seligson, ‘‘The Extent of 
that where controversy was merely be- the Jurisdiction of the Federal Trade 


tween two parties in competition with Commission,’’ (1923) 9 American Bar Asso- 
each other, there was not sufficient public ciation Journal 698, and Montague, ‘‘Un- 


interest to maintain action by the Com- fair Methods of Competition,’’ (1915) 25 

mission on complaint that one party was Yale Law Journal 20. 

misusing another's name, where no other 4 283 U. S. 643, 79 A. L. R. 1191 (1931) 

damage to public was shown. See Handler, ‘The Jurisdiction of the 
! See notes 22 and 30. Federal Trade Commission Over False 
32 289 Fed. 985, 992 (1923). Advertising,’’ 31 Colorado Law Review 


% 289 Fed. 1000 (1923). See also Levy 527 (1931), for a discussion of the im- 
‘A Decade With the Federal Trade Com- plications of the Raladam case. 
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oped through scientific research. In hearings before the Commission, 
evidence was introduced that a basic ingredient was a “desiccated 
thyroid” which is dangerous unless administered under proper medical 
supervision. The Commission ordered defendant to cease and desist 
selling the product as an “obesity cure” without an affirmative warning 
on the label. On certiorari to the Supreme Court, the issues were lim- 
ited to jurisdiction of the Commission and the court held that such 
jurisdiction was lacking. The tenor of the decision was that although 
sufficient public interest was shown, together with false and misleading 
labeling, the jurisdictional element of competition was not in evidence. 
Justice Sutherland said: 

It is obvious that the word “competition” imports the existence of present 
or potential competitors, and the unfair methods must be such as injuriously 
affect or tend thus to affect the business of these competitors.® 
In arriving at this conclusion the court weighed the legislative history 
of the act with the view to carrying out the intent of Congress. 


Here was a startling condition as we view it today. The two 
agencies which had been exercising jurisdiction in this field were lim- 
ited, and the vast advertising potential was left unaffected except 
where false and misleading statements were made on labels of foods 
or drugs, or where such advertisements affected competition. The new 
and very important field of cosmetics was unprovided for until 1938. 
In the light of the short history here presented, we can see that there 
had not been a law protecting the American people from false and mis- 
leading advertising, The protection was for business against unfair 
competition. Although it was possible to show in nearly every case 
that competition existed in fact, the work of the Commission was 
drastically limited in practice by this decision. It was primarily the 
Raladam decision which spurred legislative action culminating in the 
Wheeler-Lea Amendment in-1938. 


In the meantime, problems had come up in the field of foods and 
drugs over which the Food and Drug Administration presided. Loop- 
holes were discovered in the original act and amendments were passed ; 
notable among which were the Sherly and the McNary-Mapes amend- 
ments. Agitation grew in this field for new legislation which would 
include the new and large field of cosmetics, and also therapeutic 
devices. It took a national disaster where at least 73 lives were lost 


8 283 U.S. 643, 649 (1931). 
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through use of a defective elixir of sulfanilamide to spur public opinion 
and to bring about stringent regulation in the drug field. It was asa 


direct result of this disaster that the “new drug” provisions were added 


to the Food, Drug, and Cosmetic Act.** 


Jurisiction over Control of Advertising 

In 1938, Congress took action by passing the Wheeler-Lea Amend- 
ment to the Federal Trade Commission Act,*’ and by passing the 
Copeland Bill which became the Federal Food, Drug, and Cosmetic 
Act.**+ The Copeland Bill as originally presented to Congress con- 
tained provisions for the control of false advertising of foods, drugs, 
and cosmetics. The subject of false advertising as it pertained to 
these industries became one of the most controversial issues of the 
bill. These arguments, both pro and con, have been perpetuated in 
the Congressional Record *° and may well again be revived in the near 
future. Suffice it to say here that generally speaking the advocates of 
false advertising provisions in the Food, Drug, and Cosmetic Act were 
many and distinguished in the industries about to be regulated. The 
Federal Trade Commission favored retention of the jurisdiction and 
was supported by the proprietary drug industry and others. 

The latter arguments finally prevailed, and the Federal Trade 
Commission gained specific control over false advertisement of foods, 
drugs, and cosmetics. The Wheeler-Lea Amendment, as finally 
adopted, provided in Section five that in addition to unfair competition, 
“unfair or deceptive acts or practices in commerce” were declared 
unlawful, and a new section was added making the false advertisement 
of foods, drugs, and cosmetics unlawful and a deceptive act or prac- 
tice within the meaning of Section five.*° 


Recommendations of Hoover Commission 
As shown in this writing, legislation’in this field has been slow, 
but has been precipitated by a trend of judicial interpretation, and the 
development in magnitude of the advertising industry. Events once 
again present this problem before us, and before Congress. Let us 
hope it will not take another national disaster to crystallize the neces- 





“52 Stat. 1052 (1938), 21 U. S. C. 355. and Cosmetic Act, for legislative history 


752 Stat. 111 (1938), 15 U. S. C. 40-58. * Dunn, The Federal Food, Drug, and 
See Dunn, Wheeler-Lea Amendment, for Cosmetic Act. See notes 36 and 37. 
legislative history. #52 Stat. 1052 (1938), Sec. 12 to 16 of 


% 52 Stat. 1040 (1938), 21 U. S. C. 301- = act. 
392. See Dunn, The Federal Food, Drug, 
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sity for us. The Hoover Commission has focused the problem before 
the eves of the public and it is likely that proposals will be made con 
cerning this law with a view to carrying out these recommendations. 
This Commission was established to make investigation and recom 
mendations for the purpose of economizing government expenditures, 
to discover any overlap of duties or jurisdiction of these administrative 
The 


Hoover Commission task force on regulatory commissions included 


bodies, and recommend consolidation where such overlap exists. 
within its report a study of the Federal Trade Commission, In dis 
cussing the Federal Trade Commission, the task force report says: 
one of the strongest of th 
lt repre 


Thus the Commission, while intended to be 
Federal Administrative Agencies, differs from many of them in purpose 
sents not’a departure from reliance on free competition, but an effort to maintain 
effective competitive conditions by preventing the development of monopolistic 
By continuous, expert attention, it was expected to adapt 


and restrictive practices 
and apply the general terms of the statute to current business practices, to mak« 
effective and to build up a body of precedents to govert 


their enforcement more 


business conduct.’ 

The investigation of the Federal Trade Commission by the task 
force disclosed that the Commission has not been able to carry out its 
basic purpose. The report states further: 

Over the years the Commission has engaged mainly in activities contributin 
little toward accomplishing the primary congressional objective of assuring wick 
In the past this has been particularly true oi 


spread effective competition. 
Approximately 70 per cent of th 


its proceedings for orders to cease and desist 
cases have involved false and misleading advertising and deceptive practices." 
The recommendations of this task force were to place jurisdiction of 
false advertisement of foods, drugs, and cosmetics in the Food and 
Drug Administration, and thus to help overcome the present situation 
It was also recommended by the task force studying the Department 
of Agriculture that a consolidation be effected of all food acts and the 
false ad\ ertising pro\ isions of the Wheeler-lea Act under a proposed 


Bureau of Food and Drugs." 


“ Hoover Commission Report, January 


1949, Appendix N, ‘‘Task Force Report on 
tegulatory Commissions,’’ p. 119. 

* Hoover Commission Report, 
1949, 
Commissions,"’ p. 122. 

“ Hoover Commission Report, January 
1949, ‘‘Task Force Report on Department 
of Agriculture,"’ pp. 52 and 53. The final 
recommendation of the Commission fol- 
lowed the idea of consolidating advertis- 
ing with the other problems of foods, 
drugs, and cosmetics, but further recom- 


January 
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“Task Force Report on Regulatory 


mended a split in the administration of 


the law by placing foods under the De- 
partment of Agriculture, and drugs and 
cosmetics under the proposed United Medi 
cal Administration. Such a plan would 
only widen the split and cause more dup 
lication than now exists. For a discussion 
of the Hoover Commission recommenda 
tions in this field, see Dunn, ‘‘Recommen 
dations by the Hoover Commission on the 
Federal Food, Drug, and Cosmetic Law." 
4 FOOD DRUG COSMETIC LAW QUAR- 
TERLY 259 (1949) 
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Split Jurisdiction 
Through analysis of the history of these laws, and present condi- 
tions, the conclusion seems apparent that there is not in existence today 
an effective measure for the prevention of false and misleading adver- 
tisement of foods, drugs, and cosmetics. The present law is funda- 


’ 


mentally divided in that it specifically exempts “labeling” from the 
advertising jurisdiction of the Federal Trade Commission. Thus, the 
Food and Drug Administration retains jurisdiction over products which 
are “misbranded” by false and misleading labeling, either affirmatively 
or by non-disclosure in some cases. Note however that there is nothing 
in the language of either act to preclude the Federal Trade Commission 
from issuing orders against a company whose product is labeled in 
such a manner that the company is engaged in “unfair methods of 
competition” under Section five.** 


Judicial Trend 

The judicial trend is to obviate the exclusion of the Food and Drug 
Administration from control over advertising, by holding that various 
pamphlets and placards which might well be termed advertisements, 
are in fact labels. In Kordel v. United States and United States v. 
Urbeteit,*® decided the same day, it was held that where the product 
and advertising pamphlets had the same source and same destination, 
the pamphlets “accompanied” the product within the meaning of the 
Act and constituted false labeling, notwithstanding that the pamphlets 
were sent as much as a year and a half later than the product. The 
courts recognize, as evidenced by these decisions, that it is possible to 
cause injury to the public through other means than a false label 
physically attached to the product.*® 





4*See Charles of the Ritz Distributors tory, 126 F. (2d) 42 (CCA-9; 1942) where 
Corporation v. Federal Trade Commission, the court said: ‘‘The contention assumes 
143 F. (2d) 676 (CCA-2;: 1944) where ad- that printed matter (such as a circular) 
vertising was to restore youth; Houbigant cannot constitute both advertising and 
v. Federal Trade Commission, 139 F. (2d) labeling. The assumption is unwarranted. 
1019 (CCA-2; 1944) holding unfair com- Most, if not all, labeling is advertising. 
petition in using word ‘‘French"’ on label The term ‘labeling’ is defined in the Act 
of American perfume. as including all printed matter accompany- 
‘ Kordel v. United States, 335 U. S. 345 ing any article. Congress did not, and we 
(1948) [CCH FOOD DRUG COSMETIC cannot, exclude from the definition printed 
LAW REPORTS { 7101]: United States v. matter which constitutes advertising.’’ 
Urbeteit, 335 U. S. 355 (1948) [CCH FOOD “See Kleinfeld, ‘‘Applicability of the 
DRUG COSMETIC LAW REPORTS Food, Drug, and Cosmetic Act to Drug 
§ 7102]. See also United States v. Lee, Advertising,’’ 5 FOOD DRUG COSMETIC 
131 F. (2d) 464, 143 A. L. R. 1451 (CCA-7; LAW JOURNAL 45 (1950). 
1942): United States v. Research Labora- 
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The Supreme Court has thus effectively plugged one hole in the 
false advertising provisions, but the Kordel and Urbeteit decisions do not 
go far enough. Foods, drugs, cosmetics, and therapeutic devices are 
items of basic importance in everyday life. Just as the American public 
is entitled to protection from economic fraud in the quality of these 
items, so is it entitled to protection against such fraud by way of false 
advertising. More important, just as the Food and Drug Administra 
tion stands to protect health by investigating food for nutrition, so 
should it have the means to prevent false advertising which may lead 
to a destruction of the health of a consumer who foregoes proper 
medical care on the basis of misleading therapeutic claims made for 


certain foods. 


Under the present split of jurisdiction, nothing but confusion can 
result. To cite an example recent in the minds of most of us, I refer 
to the antihistamine campaign which has been in force since shortly 
before the first of the year. Under the new drug provision of the 
Food, Drug, and Cosmetic Act, inserted due to the sulfanilamide dis 
aster, a drug must be tested for safety for use before being allowed to 
be sold on the market.*? The antihistamine drug had been used on 
prescription of physicians for allergies, but there was indicated a possi 
bility of using the drugs in lesser amounts to combat the common cold 
The Food and Drug Administration released these drugs for over-the 
counter sale because insufficient evidence was introduced to show harm 
from their use. Such release is not an endorsement of their safety, 
although one could easily infer such an endorsement from early adver 
tising of these drugs. Claims have been made that they will “cure” 
the cold and that there are no side effects from the use of the drug 
Since the first of the year, at least three deaths have been reported in 
the papers from an overdose of antihistamine tablets. 


8 


Complaints have been issued by the Federal Trade Commission 
against the manufacturers of three of these products. The Commission 
alleges false and misleading advertising in claiming that these products 
will cure a cold and that they are not harmful to use. The advertise- 
ments still continue, and unless an injunction is secured they may 
legally so continue until a cease and desist order by the Federal Trade 


Commission becomes effective. 


7 52 Stat. 1052 (1938), 21 U. S. C. 355. 





‘ Federal Trade Commission Complaints 
Nos. 5752, 5753, 57564 
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Procedure of Federal Trade Commission 


The present law is not designed as a preventive measure. If it is so 


designed, it is ineffective at the outset because the jurisdiction is mis- 
placed and because the procedure for enforcement is too cumbersome 
to be effective in this field. The procedure of the Commission is 
necessarily slow; it is not a competent procedure for the prevention 
of false advertising which may cause the public to inefficiently self- 
medicate or forego proper treatment for illness; or for the prevention 
of an economic fraud through inciting purchase of a product actually 
worthless for the purpose represented. 

The Commission must determine that a proceeding would be in 
the public interest, and then may issue a complaint. A hearing is then 
held after at least 30 days from service of the complaint. The Com 
mission may then, on the basis of the evidence, make findings and issue 
an order to cease and desist such act or practice. Offender then has 
60 days in which to petition the court to set aside the order. Without 
such petition the order becomes final at the end of these 60 days. Thus, 
the minimum time in which the Commission can expect compliance is 
90 days from issue of complaint, without considering time in the hear- 
ing. If the order is appealed from, the petitioner may secure a stay 
to prevent its enforcement until its outcome is known. By that time 
the damage may well be done, and by that time the manufacturer has 
probably embarked upon a new and different advertising campaign. 

The Commission was given the power to seek a temporary injunc 
tion, when in the public interest, to prevent the advertising until dis 
position of the complaint. This power was ostensibly to prevent an 
unscrupulous offender from advertising for a short period of time and 
then dissolving during pendency of the complaint. It is submitted 
that, even in such a case, administrative and judicial process would 
allow many harmful advertisements to go out before even an injunc 
tion could issue. 

Criminal sanctions were given for violation of these provisions, 
purportedly to give teeth to the Act. They apply only, however, 
where use of the commodity advertised may be injurious to health 
under customary usage or as advertised, or where there is fraudulent 
intent.*® Under this provision, the advertiser is excluded where he is 
merely the medium and acts without knowledge. In all other cases, 


#15 U. S.C. 54 (1946). 
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there is no penalty for violation of a cease and desist order until it has 
become final. While Congress just recently strengthened the penalty 
for violation of a cease and desist order,” the long gap during which 
false advertising may continue without penalty still exists. 

Other policies of the Commission are important in a discussion of 
this subject. The Commission engaged in two forms of voluntary 
compliance with the law. Where a complaint is issued, the parties 
may stipulate a written agreement to cease and desist. Such stipula 
tions do not have the force of law, but they may be used as evidence 
in subsequent hearings for violation of the act. By stipulating, the 
party agrees that he has violated the law as stipulated, and that he will 
discontinue further activity in that manner. 

Trade practice conferences are engaged in by industries and by 
the Commission whereby rules of practice are promulgated for com 
pliance by members. These rules fall into two groups: Group | 
merely restating mandatory provisions of the law, and Group IT being 
voluntary rules which may not be enforceable by the Commission.” 
The trade practice conference serves to restate the law in language 
understandable by the industry. It serves to gather together, in a 
voluntary and friendly manner, the members of an industry who are 
interested in observing the law. These voluntary procedures merely serve 
to keep the honest manufacturer honest. Put even among the industry 
the rules are applicable only to those signatory to them. It would 
seem such practices are well for enforcement of antitrust legislation 
where time is not of the essence, but they merely serve as another 
delay in getting honest statements to the public concerning food, drugs, 
and cosmetics. Violations of these rules are not proceeded against 
directly so a member who violates them must still be brought under 
the act. 

Transfer of Jurisdiction 

It has been argued that a transfer of jurisdiction of false advertising 
of foods, drugs, and cosmetics to the Food and Drug Administration 
would cause a duplication of work.®? The basis for this claim is that 


“” Oleomargerine Bill, Public Law 459, Trade Commission Act,"" 5 FOOD DRUG 
Righty-first Congress, approved March 16, COSMETIC LAW JOURNAL 54 (1950) 
1950, Section 4(c) *Cassedy, ‘‘Proceedings Instituted Un- 


" United States Temporary’ National der Sections 12 to 16 of the Federal Trade 
Economic Committee Monograph No. 34 Commission Act.""” 5 FOOD DRUG COS- 
(1941) Cassedy, “Proceedings Instituted METIC LAW JOURNAL 59 (1950) 
Under Sections 12 to 16 of the Federal 
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the Commission conducts a perpetual survey of all advertising media 
for falsity. This survey is made for the purpose of securing informa- 
tion upon which to base a complaint, if warranted, yet only a small 
portion of the information for complaints comes from that source. 
Most investigations are initiated as a result of charges made by con- 
sumers, competitors, and better business bureaus, to name a few.°** 
Such charges could as well be made to the Food and Drug Admin- 
istration, where they involve foods, drugs, and cosmetics. Since the 
provisions of the Federal Trade Commission Act pertaining to foods, 
drugs, and cosmetics are unique in that Act, particular scrutiny is 
already required by the survey team. There would not be any addi- 
tional burden to transmit recommendations to the Food and Drug 
Administration rather than to the Federal Trade Commission. 


Such a plan is now in existence between the agencies concerning 
necessary laboratory tests. The Commission establishes liaison with 
the Food and Drug Administration through its Bureau of Medical 
Opinions. Any laboratory results in connection with a Commission 
case in food and drugs are supplied in this manner.** 


Specific Preventive Legislation Indicated 

Specific preventive legislation is indicated as the solution to the 
question. A mere transfer of jurisdiction would be insufficient to 
bridge the gap. Under Section 15 of the Wheeler-Lea Act, a “false 
advertisement” must be misleading in a “material respect”; as distin- 
guished from the definition of misbranding in the Food, Drug, and 
Cosmetic Act where the term is “false and misleading in any manner.” 
Under the Federal Trade Commission Act, a “seller’s puff” may be 
much larger than under the Food and Drug Act. The manufacturer of 
a product should not be allowed to make misleading statements in 
advertising that would not be permitted on the label since the pur- 
chasing public today is introduced to the product by means of the 
advertisement rather than the label. Where specific therapeutic claims 
are made in the advertising, such as for a dietary food, the manufac- 
turer should be charged with a duty of disclosure of the limitations of 
such product in satisfying those claims. 


* Cassedy, ‘‘Proceedings Instituted Un- * Federal Trade Commission Annual Re- 
der Sections 12 to 16 of the Federal Trade port 1949. 
Commission <Act."”” 5 FOOD DRUG COS- 
METIC LAW JOURNAL 60 (1950). 
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The public is entitled to rely on statements concerning the food, 
drugs, and cosmetics it must use daily. Preventive laws which are 
strict to begin with, perhaps need never be invoked; but there will 
always be someone who wants to be “just inside the law.” In a field 
of such importance to the consumer, “just inside the law” should still 
allow an unequivocal reliance on any positive or inferential therapeutic 
claim for the product. 

It is argued by many that the Federal Trade Commission should 
retain its present jurisdiction in this field. Its enforcement of antitrust 
legislation is subordinated to enforcement of false advertising provi 
sions, however. Even before the Wheeler-Lea Amendment such 
activity occupied the majority of its time; 60 per cent in 1937, 68 per 
cent in 1938, and 65 per cent of complaints issued in 1939, pertained 
to false advertising. In 1939, before the Wheeler-Lea Amendment was 
in force, out of 370 complaints issued, 241 were for false advertising 
125 of which were concerned with foods, drugs, or cosmetics.®> These 
statistics bear out the report of the Hoover Commission task force that 
the original purpose of the Commission has not been fulfilled. 

Unfortunately, the Federal Trade Commission is slow in com 
pleting its cases. As contrasted to the minimum 90 days mentioned 
before, it is usually years from issue of complaint to when the cease 
and desist order becomes final. A typical current example is indicated 
in the complaints filed in August 1942, which just culminated in a 
cease and desist order April 5, 1950, against two tobacco manufac 
turers.°° The advertisements complained against continued during 
the interim eight vears and may continue until the order becomes final, - 
a minimum of at least 60 days from issuance if no appeal is taken. 

Further confusion due to the division of jurisdiction is engen- 
dered by the courts in decisions under these acts. In United States v 
Willard Tablet Co.,** it was held that a previous Federal Trade Com 
mission finding that statements on the label were not misleading in a 
material respect, and thus did not constitute unfair competition under 
Section five of the Federal Trade Commission Act, was res judicata 
in a subsequent proceeding by the Food and Drug Administration that 
the product was misbranded. In the light of the stricter wording of the 


>’ Federal Trade Commission Annual Re- 7141 F. (2d) 141, 152 A. L. R. 1194 


ports 1937, 1938, and 1939 (CCA-7: 1944) See also Lee v. Federal 
* Federal Trade Commission Orders Trade Commission, 113 F. (2d) 583 (CCA-8 
4795 and 4922, issued April 5, 1950 1940); but see United States v. Capon 


Springs, 156 F. (2d) 493 (CCA-2: 1946) 
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Food and Drug Act, it seems incorrect that the Commission’s decision 
should thus determine the issues involved under the Food, Drug, and 
Cosmetic Act. 

Advertisement of foods, drugs, and cosmetics leads the advertising 
industry. Of the entire industry during the year 1949, 22.1 per cent 
of all national advertising was for groceries, automobiles coming second 
with only 12.2 per cent. A gain in the advertisement of toiletries, 
which include cosmetics, of 23.4 per cent over the previous year indi- 
cates the trend in that industry, Due to the antihistamine advertising 
which has been complained against by the Federal Trade Commission, 
an increase of 78 per cent over the month of November was reported 
for December 1949,°8 in the field of drugs. Such a marked increase in 
misleading advertising substantiates the fact that preventive measures 
are necessary. 

We are living in a fast age, and the speed of communication now 
defies judicial process in this important field to the American public. 
This process must not be hurried to defeat justice, it should take time. 
Judge Lindly has said of the false advertising provisions of the Federal 
Trade Commission Act that: 

The law is not made for experts but to protect the public—that vast multi- 
tude which includes the ignorant, the unthinking and the credulous, who, in 
making purchases, do not stop to analyze but too often are governed by appear- 
ance and general impressions.” 

The time is ripe for new substantive provisions placing control of false 
advertising of foods, drugs, and cosmetics in the hands of the Food 
-and Drug Administration. False advertising of these products which 
is false or misleading in any respect should be prevented. To cover the 
gap in time now present between‘a charge of violation of the law and 
effect of a cease and desist order, an injunction should be mandatory in 
every case. Product seizure should be possible in the public interest, 
for falsely advertised products, as well as the present misbranding, by 
false labeling, in the drug field where the drug itself or claims made 


for it constitute a danger to the public. 


Advertising Standards 
The question of where the “seller’s puff” ends and “false advertise- 
ment” begins has never been settled. It is a question of fact and must 


* Advertising and Selling, p. 100, Feb- ” Aronberg wv. Federal Trade Commis- 
ruary, 1950. sion, 132 F. (2d) 165, 167 (CCA-7: 1942) 
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necessarily remain so, to be determined in each case. “Puffing” is not 
prohibited by the Food, Drug, and Cosmetic Act, nor should it be pre- 
vented in advertising, but no statement should be permitted in an 
advertisement which could not appear on the label if desired. The 
standards to be met in advertising claims made should be on a product 
basis and not determined by the method of advertising the statements. 
Generic statements of the extent of prospective therapeutic claims in 
labeling or advertising beyond which the manufacturer would not go, 
would assure control over false claims and at the same time not con 
stitute the tremendous burden on advertising if all copy were required 
to be submitted in advance. Appropriate criminal sanctions are neces- 
sary to round out the provisions and to secure adequate enforcements. 
Only thus will we have adequate preventive legislation. The Food and 
Drug Administration is dominantly composed of professional techni 
cians, and they have at their fingertips laboratory proof of their views 
before initiating seizure or other actions. This information should 
form the foundation for standards to be observed in the advertisement 
of these products. Under the present law, the jurisdiction of the Food 
and Drug Administration is seriously limited by not having control 
over the claims made or inferred other than by label. The holdings of 
the Kordel and Urbeteit cases indicate judicial intent to allow it this 
jurisdiction. Congressional intent to extend the control of this agency 
is indicated in the recently passed Oleomargarine Bill which places 
Federal jurisdiction over locally made and sold margarine as well as 


that in interstate commerce. 


The preponderant view in the industries to be regulated favors this 
consolidation and judicial decision has started the move; it remains 
now for Congress to complete it. Truthful advertising will not hurt 
the reliable manufacturer who thrives on quality and appeal to public 
taste, as well as efficacy of his medical and therapeutic devices. 
Through efficient administrative control in these fields, the Food and 
Drug Administration does and will promote honesty and fair-dealing 
among the manufacturers. The purpose of the Food, Drug, and Cos 
metic Act cannot be completely realized, nor can the purpose of the 
Federal Trade Commission Act, until such administrative control is 
consolidated in the Food and Drug Administration. It is in the vital 
interest of the public that this problem be acted upon. [The End] 
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Chemical Agents in F oods 





HERE IS A CONCISE BUT THOROUGH DISCUSSION 
OF CHEMICALS AS RESIDUES, INGREDIENTS, PESTI- 
CIDES, AND AS ELEMENTS OF THE SOIL 


N ANY DISCUSSION of chemical agents and residues in foods, 
an attempt should be made to differentiate between those chemicals 
used as adjuncts in food manufacture and such materials as pesti- 

cidal residues or elements picked up from the soil in the natural growth 
of the plant. 

The uses of chemical agents in foods date far back in the history 
of man. Spices and salts as well as flavoring materials to make man’s 
food more attractive have been used for centuries. As man progressed 
in his technological knowledge, more and more chemical agents were 
tried both from the point of preservation of foods and the improvement 
of the acceptability of foods to the ultimate consumer. Eventually it 
was found that some of these chemical agents which were used in 
the preservation of foods were detrimental to the public interest. The 
possible hazards involved in the useage of chemical agents gradually 
led to the enactment of state and Federal laws aimed at protecting the 
consumer’s health by barring the incorporation of harmful materials 
in foods. Through the classical studies of Dr. H. W. Wiley and his 
co-workers in the Bureau of Chemistry of the United States Depart- 
ment of Agriculture, the use of such food preservatives as boric acid 
and borox, salicylic acid, salicylates, and formaldehyde were prohibited 
entirely from use in human foods. Sulfur dioxide, sulphites, and 





September, 1950 


Page 590 Food Drug Cosmetic Law Journal 











BY W. A. BRITTIN 
HEAD OF FOOD LABORATORY, 
BEECH-NUT PACKING COMPANY 





benzoates were also banned except in certain foods and then in rigidly 


controlled amounts. 


Use of Chemicals in Processing Foods 
Within the past few years, a large number of chemical agents 
have been suggested for incorporation in processed foods. In a num- 
ber of cases, adequate research has not been carried out to determine 
the effects of the usage of these materials by man. 


The enrichment and fortification programs for such highly refined 
foods as margarine, milk, flour, bread, and cereals are well-known. The 
vitamins and minerals used for enrichment and fortification are ac- 
cepted as safe for human consumption; their usage has been developed 
through carefully guided experimentation. Other examples of accepted 
added chemical agents would include potassium iodide in table salt and 
ascorbic acid for the prevention of browning of fruits, especially cut- 
slices of frozen fruits. 

Without attempting to go into detail, we might list some of the 
chemical agents which are in a confused status regarding their value 
for the preservation of foods, but which have at one time or another 
been tried by food manufacturers. Such a list would include mono- 
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chloroacetic acid as a preservative, thiourea, nitrogen trichloride, 
mineral oil, fluorides, quaternary ammonium compounds, and some of 
the synthetic emulsifying materials proposed for incorporation in bread. 
All of these compounds will require more study both from the physio- 


logical and toxicological standpoint. 


Pesticidal Chemicals 
Up to this time, we have been dealing with chemicals and chemical 
agents which have, for one reason or another, been deliberately used 
in the manufacture or processing of foodstuffs. Let us now turn our 
attention to another highly significant group of chemicals which pre- 
sent a problem to the food technologist in that it becomes necessary 
to remove or reduce them to the lowest possible minimum. We refer 
to those pesticidal chemicals so necessary in the production of good 

quality raw materials for the food processors. 


We can pay only the highest tribute to the role of the manufac 
turers of the various pesticides in the never-ending battle to control 
those insects which destroy man’s crops. The necessity for using the 
various pesticides has been well established where we are seeking 
to obtain the maximum output of the highest quality raw materials 
from our tillable acreage. Yet, here again, technological progress has 
brought companion problems which must be solved by the food tech- 
nologist. We can ill afford to produce a perfect fruit or vegetable 
only to find that in doing so we have rendered it harmful to the con- 
sumer. 

Prior to World War II, the big three of the toxic insecticides were 
cryolite, nicotine, and the various forms of the arsenates. These, to- 
gether with pyrethrum and rotenone, were the effective control agents 
which kept in check the pests harming our food crops. These poisonous 
materials have been studied very carefully; toxic properties were 
known, tolerance figures were available, and methods of residue re- 
moval had been developed. 


Washing methods were developed for the reduction of the arsenate 
residue on fruit crops, and the Federal Food and Drug Administration 
protected the consumer by limiting the amount of this spray residue 
which could be left on fruit shipped in interstate commerce. The food 
technologist knew what to look for and had adequate analytical meth- 
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ods with which to work. He could, therefore, to a high degree control 
the amount of chemicals which ultimately reached the consumer either 
in the fresh stage or in the processed food items. 


Use of DDT 


Immediately after World War II], a number of the new organic 
insecticides began to appear on the market, starting with the highly 
publicized DDT. Each of these new organic insecticides had many 
claims made for it, and, in general, they worked extremely well in 
the eradication of insect pests bothersome to the fruit and vegetable 
growers. They, of course, had their own particular problems con 
nected with their use, the best example being that of the use of DDT 
in fruit orchards where not only the harmful insects were killed, but 
also those predators which helped in maintaining the natural balance 
of power between the various insects. Not all insects were affected 
by DDT. The best example of this occurred in the destruction of the 
red mite which infests apple orchards and is not susceptible to DDT. 
The predators which kept down this red mite were killed off by the 
application of DDT, causing the grower in a season or two to have the 
problem of finding a good fungicide to get him out of trouble again. 

Another side effect of the use of DDT plagued the orchardman 
when he discovered that this spray killed off the insects which were 
beneficial in the fertilization of his trees as well as those insect pests 
which ruined his crops. 

Of particular interest to the food technologists were the prob- 
lems of removal of these new organic insecticides. Some were wax 
soluble such as DDT, and when sprayed on a hard fruit crop such as 
apples or pears, the DDT would be absorbed into the wax of the fruit, 
thus circumscribing any ordinary method of washing. For the canners, 
this made necessary the development of methods whereby in the wash- 
ing operation all or a portion of the wax was removed from the fruits, 
thus removing the DDT. In those cases where the apples were peeled 
for processing, the DDT could be eliminated by this peeling operation. 

The absorption of DDT by fats and waxes confronted the food 
technologist with the secondary problem of a buildup of this chemical 
in the animal tissues where animals have been fed on forage crops or 
cannery waste which have been treated with DDT. Thus, the processor 
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of meats or meat products was faced with the problem of determining 
whether or not he had unwittingly added DDT to his food items even 
though it had not been used on any product which he had directly in 
process. 


Organic Insecticides 


The organic insecticides such as Methoxychlor, Chlordane, TEPP, 
DDD, Benzene Hexachloride, and many others came onto the market 
in rapid succession, each having its own effectiveness for certain species 
of insects and each presenting to the food technologist another problem 
in production control. These organic insecticides reached the market 
for general use before adequate information was available on the acute 
or chronic toxicity of the chemicals involved. It required the utmost 
vigilance on the part of the food processor, through his technical staff, 
to keep abreast of these chemicals and to keep reasonably informed as 
to what dangers he was undertaking in using fruits and vegetables 
which had had these chemicals applied to them. From the start this 
was almost an unsurmountable task, in view of the fact that with the 
exception of one or two insecticides, methods of analyses were lacking 
which were specific for these various organic spray residues. There 
were also lacking any regulations limiting the use of the organic spray 
residues on fruits and vegetables, or any information as to what levels 
were safe for human consumption. These new pesticides, perhaps 
righly so, received a great deal of publicity and became very well- 
known to the general public for their remarkable qualities of reducing 
insect pests. The publicity given DDT might well be envied by any 
Hollywood movie actor. 


The consumer reaction to this wide publicity was the extensive use 
and interest in these compounds. It was only natural with everyone 
knowing about DDT for the usual wild stories to gain circulation. Ac- 
cording to printed reports, a number of people have died from DDT; 
usually autopsies proved these deaths to be from other reasons. But 
the publicity connected with the reports was of concern to the food 
processor who knew that some of his raw materials had been treated 
with DDT. The adverse DDT publicity reached its climax, in 1949, 
when a number of statements were published which were misleading 
and alarming to the public who was not fully informed regarding this 
insecticide. These published statements went so far as to attribute 
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Virus X disease of man and X disease of cattle to DDT. These reports 
were finally discredited by the Federal Security Agency and the United 
States Department of Agriculture in a joint statement issued on April 
1, 1949. 


New Offensive Pesticides 


Of more distressing concern to the food technologist is the group 
of the new pesticides which not only lack methods of analyses but also 
impart to the food product off-flavors which cause adverse consumer 
reaction. The chief offender in this case is benzene hexachloride, 
which imparts a disagreeable odor and taste to certain food products. 
Here we are faced with the problem of a very effective insecticide which 
cannot be removed by washing or peeling since it penetrates into the 
flesh of the fruit or vegetable and, in most cases, the presence of the 
chemical is not known until the product has been heat treated. Efforts 
have been made to develop an odorless type of benzene hexachloride 
and these efforts have been largely successful. However, in our own 
experimentation we find that even the pure gamma benzene hexa- 
chloride will develop a characteristic musty odor after prolonged heat 
treatments and storage where the material has been added to food 
products. The food technologist is thus confronted with the problem 
of keeping such odor-producing chemicals to an absolute minimum 
on his food products or, in some cases, refusing to accept raw materials 
thus treated. We recently had the opportunity of testing peanuts which 
had been grown on land receiving benzene hexachloride mixed with the 
fertilizers applied to the soil. Technical benzene hexachloride had 
been used in this case in an amount calculated to give %4 of a pound per 
acre of the gamma isomer. These peanuts had been roasted and were 
unfit to eat due to the musty, earthy flavor imparted to the nuts by the 


BHC. 


The use of some of the new organic pesticides has necessitated the 
establishment of field laboratories in some cases, and in others in the 
extra policing of the growing area to make sure that the excessive 
amounts of spray residues are not left on crops produced for human 
consumption. 


The food technologist is always confronted with the age-old prob- 
lem of the philosophy of a little bit being good, a lot more being a lot 
better. One of the most glaring experiences which has come to our 
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attention dealt with a carload of cabbage, which, for some unknown 
reason had been treated with one of the organic insecticides. This 
particular cabbage had concentrations of over 100 p.p.m. on the outer 
leaves and over 50 p.p. near the centers of the heads. These findings 
were confirmed by three separate laboratories using spectrographic 
analysis. Needless to say, this cabbage was not used as food. 


As has been pointed out, some of these materials were accepted 
and used with little if any background knowledge of toxicity, either 
acute or chronic. The Federal Food and Drug Administration had been 
conducting toxicity studies which finally resulted in the presentation 
at the American Chemical Society’s meeting in San Francisco, in 1949, 
of tentative “safe” levels for the various pesticides. This was the first 
step in aiding the food technologist in that it gave him a vardstick 
with which he could measure his own particular raw material. Of 
utmost importance to the food technologist, the food processor, the 
consumer, and the grower, are the Federal hearings now being held in 
Washington, D. C., for the purpose of studying tolerance requirements 
for the various pesticides. A great deal of information is being pre- 
sented at these hearings and, ultimately, we can hope to expect rea- 
sonable and safe limitations for pesticides for food crops. We heartily 
endorse these fact-finding efforts and feel that much good will come 
from them. We further feel that the pesticides of the future should 
not be presented to the market without adequate toxicity studies and 
relatively simple chemical methods of analyses having been developed. 


Selenium in Foods 


The food technologist not only has to worry about the problems 
presented him by his fellow man but also has to be careful as to what 
Mother Nature may do to him also in the matter of chemicals in foods, 
while in relatively minor importance in the over-all picture the problem 
of selenium in foods does confront the food processor. In certain soil 
areas of the United State crops will pick up selenium from the soil 
in sufficient concentrations to make them of doubtful safety for human 
consumption. A further complication of this natural selenium pickup 
is the fact that selenium has been offered as a pesticide and once ap 
plied, it is difficult to differentiate between the natural selenium content 
of the foods and that which has been added by deliberate means. 
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Nitrates in Foods 


During the past year, another problem, which at least requires tur- 
ther investigation, has been presented to the food technologist. We 
refer to the matter of nitrates in foods. 

The late Dr. J. K. Wilson of Cornell University carried out in- 
vestigations on the nitrate content of certain vegetables grown in New 
York State, finding such items as beets and spinach to be quite high 
in nitrates. His work was prompted by the cases of methemoglobinemia 
occurring in very young infants in areas where the nitrate content of 
contaminated well water is quite high. This situation is probably of 
little consequence to the food technician, but must receive his con 
sideration until further and more positive evidence is obtained on the 
subject. 

[t would only be natural to expect some repercussion when a prob 
lem such as chemicals in foods reaches the proportion that it has today. 
There is growing agitation in some circles for the establishment of 
regulations which would require the complete information on acute and 
chronic toxicity as well as effects on human metabolism for these 
pesticide residues that may become a part of the diet through their 
presence on raw materials. The manufacturer who deliberately uses 
chemicals in his process is aware of his responsibilities and his prob- 
lems should not be confused with those presented by residues. 

Many of the perplexing problems of chemical agents in foods 
which now confront the food technologist would be disposed of by 
such regulations. However, past history will bear us out that with 
such regulations, a new crop of problems will confront that man who 
has the courage to call himself a food technologist. [The End] 


Notices of Judgment 
The Federal Security Agency has issued the following 
Notices of Judgment under the Federal Food, Drug, and Cos 
metic Act: Foods Nos. 15751-15800, 15801-15850, 15851-15900, 
15901-15950, 15951-16000, 16001-16050, issued July 1950; Drugs 
and Devices Nos. 3021-3040, issued July 1950, 3041-3060, issued 


\ugust 1950. 
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BARBITURATE CONTRO 





ONLY THROUGH THE COMBINED EFFORTS OF STATE 
AND FEDERAL AGENCIES CAN THERE BE ANY 
HOPE OF REDUCING ACCIDENTAL AND SUICIDAL 


DEATH RATES FROM BARBITURATE POISONING 








ARBITAL was first introduced to medicine, in 1903, under the 

trade name “Veronal” by the two German chemists Fischer and 

Von Mering. It was followed by phenobarbital under the trade 

name “Luminal.” Subsequently, hundreds of barbiturates, derivatives 

of malonyl urea, were synthesized in Germany, and in this country, 

thus making available to the medical profession a unique group of 

central nervous system depressants possessing distinct advantages as 
hypnotics and sedatives. 


The laity, perpetually alert for means of self-medication, soon 
began consuming these dangerous drugs in enormous quantities. One 
observer pointed out, in 1939, that more than two million doses of 
barbiturates were sold daily in the United States.* The inevitable 
result of such promiscuous use without adequate medical supervision 
was an increase in accidental and suicidal deaths by barbiturate poison- 
ing. The legislatures of several states, alarmed at the increased death 
rate from this cause, enacted statutes to control the sale of barbiturates 
without medical supervision either by general laws or by specific 
barbiturate statutes. 

Considerable emphasis has been placed by national and state 
pharmaceutical groups on the need for state legislation to control the 





1Goodman and Gilman, Pharmacological American Medical Association 1340-1343 
Basis of Therapeutics, p. 126 (1941). (1939). 

2? Hambourger, “Study of Promiscuous 
Use of Barbiturates,’’ 112 Journal of the 
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BY LEGISLATION 





By LEONARD P. PRUSAK 











use of barbiturates. At the same time, these groups have denounced 


the necessity for Federal controls, arguing that regulation on the state 
level is sufficiently effective to preclude the need for Federal interven 
tion. Opposed to this line of thought is a group of legislators who 
urge that barbiturate distribution can best be controlled by a Federal 
agency.” In the Eightieth Congress, Congresswoman Edith Nourse 
Rogers of Massachusetts introduced H. R. 508, which would place 
barbiturates under the classification of narcotics in the Harrison 
Narcotic Act. There was no action on the resolution and Mrs. Rogers 
reintroduced her proposal in the Eighty-first Congress under number 
H. R. 922 but it was shelved again.* The American Pharmaceutica! 
Association and the National Association of Retail Druggists have 
been instrumental in quashing all efforts to classify barbiturates as 
narcotics. The United States Commissioner of Narcotics, H. J. Anslinger, 
also is of the opinion that elimination of abusive use of barbiturates 
can best be accomplished by state statutes since there has been no 
smuggling of these drugs and no illicit interstate traffic.’ These 
problems are the chief concern of the Narcotics Commission, the agency 


whose task it is to enforce the Harrison Narcotic Act. 








3** ‘Seare Tactics’ of Barbiturate Broad- ‘ Anslinger, ‘‘Telephoned Narcotics Or- 





cast Are Attacked by Pharmacists in New ders,’’ 21 Journal of the National Associa- 
York,"’ 94 Drug Topics 13 (1950). tton of Retail Druggists 1646, 1692 (1949) 


* Personal communication (1949), Frances 
R. Bolton, Member of Congress from the 
Twenty-second District, Ohio 
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Addition of Ipecac 


Attempts have been made in recent years to control the sale of 
barbiturates on the Federal level by the addition of Ipecac. In the 
Fighty-first Congress, Senator Estes Kefauver of Tennessee intro- 
duced S. 1468, which provides for the inclusion of barbiturates as 
narcotics under the Harrison Narcotic Act by defining as a narcotic 
any barbituric acid derivative containing less than two grains of Ipecac 
per grain of such derivative. The Senate Finance Committee to 
which the bill was referred has taken no action. 

The proponents of this method of barbiturate control contend that, 
by admixing Ipecac with the barbituric acid derivative, anyone taking 
the drug in overdose accidentally or for suicidal purposes will involun 
tarily expel the contents of the stomach because of the action of Ipecac 
on the vomiting center. The opposition to this line of thought is 
indeed justifiable, for Ipecac is not only slow in its emetic action but it 
contains as its chief alkaloid emetine, known to cause toxic symptoms 
when its action is cumulative from too high dosage or from prolonged 
therapeutic use.’ It is a protoplasmic poison causing degeneration in 
the liver, heart, kidneys, and skeletal muscles. It is questionable 
whether any legislature, or for that matter Congress itself, would enact 
such legislation in view of the dangers associated with the use of Ipecac. 


Federal Food, Drug, and Cosmetic Act 


Federal control over the distribution of barbiturates is exercised 
today under the Federal Food, Drug, and Cosmetic Act.* Section 
502(d) of that Act designates barbiturates as “narcotic or hypnotic sub 
stances,” which must bear special labeling, including a caution, “Warn- 
ing: may be habit-forming.” Section 502(f)(1) provides that a drug 
shall be deemed misbranded unless its labeling bears adequate direc- 
tions for use; and Section 503(b) provides that a drug dispensed on a 
written prescription signed by a physician, dentist, or veterinarian 
shall be exempt from the requirements of Section 502(d). Control, 
therefore, is possible by interpreting the Federal Food, Drug, and 











Cosmetic Act thus: Any pharmacist dispensing over the counter a 
®*** ‘Seare Tactics’ of Barbiturate Broad- * Goodman and Gilman, Pharmacological 

cast Are Attacked by Pharmacists in New Basis of Therapeutics, p. 932 (1941) 

York,’"’ Drug Topics, p. 13 (1950). *’ Federal Food, Drug. and Cosmetic Act, 


Sections 1-902 (1939), 21 U. S. C. 301-392. 
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barbiturate which does not meet the labeling requirements of the Act 


is guilty of misbranding and subject to the prescribed penalty.® 


The control which is possible under the Act is limited, however, 
since it does not clearly define the jurisdiction of the Food and Drug 
Administration with respect to other phases of the barbiturate problem 
such as “bootleg” operations and underworld characters.'® Another 
problem which has presented considerable difficulty is the indiscrimi 
nate refilling of prescriptions without authorization of the prescribing 
physician. Under its present construction, the Federal statute does 
not clearly state that the act of refilling a prescription without a written 
duplicate violates the misbranding section of the Act, but the Food and 
Drug Administration has construed the statute thus: The act of dis- 
pensing a drug in excess of the amount stated on the prescription is 
an over-the-counter sale and violates the labeling requirements of Sec- 
tion 502. To test this interpretation, the Food and Drug Administra- 
tion prosecuted twenty-five retail drug stores, in 1949, in the United 
States I-ederal District Courts for over-the-counter selling of prescription- 
legend drugs and refilling prescriptions without authority of the physician." 
Convictions were obtained in all but one of the cases. This is an 
indication that the courts are willing to go along with the Federal 
agency on its round-about interpretation of the statute, probably more 
for reasons of public policy than an eye-to-eye agreement on language 


construction. 


State Regulation of Barbiturates 


That the indiscriminate use of barbiturates should be controlled 
on the state level is not open to question. It is manifest that each state 
must have some kind of regulatory measure which would control the 
distribution of barbiturates for the protection of the citizens of the 
state. At this writing, a Committee of the American Pharmaceutical 
Association is drafting a Uniform Barbiturate Law which will be sub- 
mitted through respective affiliated state pharmaceutical associations 


to the authorities of all of the states with recommendations for enact- 








* United States v. Sullivan, 332 U. S. 689. ” Personal communication (1949), George 
68 S. Ct. 331 (1948) [CCH FOOD DRUG P. Larrick, Federal Security Agency 
COSMETIC LAW REPORTS 1 7076]. " Werble, ‘‘The FDA Bares Its Teeth,”’ 


American Druggist, p. 77 (February 1950) 
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ment as a modern barbiturate law.’* This is clearly a step in the right 
direction, for uniformity in the laws has been a constant prayer of the 
American Bar and Judiciary. 


But the problem of reducing the suicidal and accidental death 
rates from barbiturate poisoning cannot be solved by the states alone. 
The Food and Drug Administration stated in its annual report to the 
Federal Security Administrator, Oscar R. Ewing, that: 

More tragedy was encountered in its investigations of unauthorized sales of 

prescription drugs during the fiscal year of 1949 than in all of its other regulatory 
work combined. Investigations of suicides or accidental deaths from overdoses 
of sleeping pills . . . were distressingly frequent.” 
In light of the fact that most of the states have regulatory measures 
on the statute books for barbiturate distribution, such a report is not 
only discouraging, but indicative of the fact that state regulation 
exclusively will not reduce the death toll from sleeping pills. Further 
evidence of the weakness of state regulation is illustrated in Tables | 
and II, which are self-explanatory. .Graphs I, II, II] and IV shew the 
suicidal and accidental death rates per 100,000 population from barbituric 
acid poisoning for the period 1936-1947.1* (See tables and graphs at end 
of this article.) 

Close analysis of these graphs, which represent four typical states 
of the eastern and mid-western sections of the country respectively, 
reveals statistical information which is not generally known. Michigan’s 
suicidal rate, for example, was 0.4 until control became effective. It 
then dropped to 0.1 for one year, but rose to 0.2 during the remainder 
of the war and stayed there during the immediate post-war period. 
Indiana, whose statute was enacted in 1939, showed a decreased rate 
until 1943, but one year later the rate increased to its former position 
in spite of the fact that the law had ‘been in effect for four years. 
Pennsylvania shows a remarkably low rate of 0.1 to 0 for nine years 
following enactment of the statute, but the rate unexplainably rises to 
0.2 during the post-war period. New York maintains a steady 0.3 rate 
for six years but rises to 0.5 after the war. By mentally superimposing 
the graphs into a composite, one can easily visualize that the statutes 
generally have not effected a noticeable drop in mortality rates. 








” Personal communication (1949), Frances “’“‘Tilegal Refills Took High Tol! in 


R. Bolton, Member of Congress from the 1949: FDA,"’ 94 Drug Topics 2 (1950). 
Twenty-second District, Ohio. '* Personal communication (1949), Na- 


tional Office of Vital Statistics 
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Invariably there has been either an unexplainable rise or no change in 
suicidal rates during 1945-1947, irrespective of the fact that legislative 
machinery for the control of barbiturates had been put in motion. 

To carry the comparison one step further, one might draw a dis- 
tinction among the statutes of these four states on the basis of their 
requirements. The Pennsylvania law’® provides that no hypnotic 
drug is to be sold at retail or dispensed to any person except on pre- 
It makes no provision for allowing prescriptions to be 
In contrast, 


scription, 
refilled without a written duplicate from the physician. 
the Michigan for 
Aminophyllin and Phenobarbital to be refilled after the original has 
been presented. The New York law " 
for barbiturates or any other hypnotic or somnifacient drug shall be 


Statute *® permits prescriptions such drugs as 


provides that no prescription 


refilled by a druggist if the prescription bears directions that it is not 


to be refilled. But it further provides that in cases of compounds con- 
taining, in addition to the barbiturate, a sufficient quantity of another 
drug to cause the compound to possess other than hypnotic action the 
contain more than 


law will not apply. However the compound cannot 


one-fourth grain barbiturate per dose. The Indiana law '* makes no 
It is a general statute, 


Act, so the 


specific provision for the control of barbiturates. 
patterned after the Federal Food, Drug, and Cosmetic 
logical implication would be that the legislature did not intend to 
allow exemptions such as are provided in the Michigan statute. 

On the basis of the statutory requirements, one would normally 
expect that Pennsylvania and Indiana would have a lower mortality 
rate than New York and Michigan. 
sarily follow, as evidenced by the upswing in the suicidal death rate, 


3ut the analogy does not neces 


since 1944, in all four states. Furthermore, the suicidal death rate in 


Indiana was twice as high two years after enactment as compared toa 


low rate of 0.2 one year prior to enactment. In New York, where the 


law became effective in 1946, no change took place in the death rate 


the following year. The state of Pennsylvania was by far most eftec- 


tive in its police power, showing a rate of 0.1 or below for a period of 


1 Laws of New York, Article 137, Section 
6814 (1947): McKinney’s Consolidated Law 


% Pennsylvania P. L. 1303 (1935) as 
amended, P. L. 507 (1947); Purdon’s Penn- 





sylvania Statutes, Title 35, Sections 940-944 
(1949) 


% Michigan Dangerous Drug Act, Act 
204 (1943), as amended Act 66 (1945); 
Mich. Stat. Ann., Sections 18.1101-18.1107 


(Supp. 1949). 
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of New York Annotated, Penal Law, Sec- 
tion 1747 (b). 
% Indiana Food, Drug, and Cosmetic Act, 


Sections 1-33 (1949); Burns Indiana Stat- 
utes Annotated, Sections 35-3301—35-3319 
(1949) 
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nine years. But there, too, the rate rises sharply after the war. 


Obviously, the inclusion or exclusion of limited exemptions permitting 
the acquisition of barbiturates without further orders from a physician 
is not a decisive factor in diminishing the death rate by legislative 


regulation. 
State Control not Sufficient 


On the premise raised by these considerations, it would seem 
illogical to maintain the position that control of barbiturates on the 
state level is the final answer to the problem. On_ the contrary, the 
Statistical data contained herein offers at least some evidence that 
control by the states has vet to prove its worth. 

Those who persist in advocating such methods are faced with the 
proposition that the force of human frailty is greater than that of 
legislative regulatory measures. To the individual who contemplates 
self-destruction, death by barbituric acid poisoning is particularly 
appealing for two reasons. First, it is comparatively inexpensive, 
since the cost of 20 or 30 barbiturate capsules is so small as to be 
inconsequential. Second, it is common knowledge that those who 
resort to this means of passing into the great beyond simply fall into 
a never-wakening sleep without violence or pain. Barbiturates are 
known as an ideal instrument of death and have been in vogue for the 
past three decades. 

The indiscrimination and misuse which have characterized the 
distribution of barbiturates to the general public warrant the integra 
tion of both state and Federal forces to effectuate complete control 
over all aspects of the problem. The states, even though armed with 
a uniform system of laws, are powerless to cope with all conceivable 
evils which emanate from the complexities and entanglements of 
modern interstate commerce. Because the ramifications of dangerous 
drug distribution are so all-encompassing, the states are necessarily 
limited in the exercise of their police powers for the protection of the 


public health and welfare. 


Need for Increased Federal Control 


The misbranding and mislabeling sections of the Food, Drug, and 
Cosmetic Act do not afford a sound legal basis for dealing with the 
multitude of problems which have arisen since the Act was last revised 
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in 1939. A Congressional amendment to that Act granting specific, 
well-defined authority to the Food and Drug Administration would 
serve a two-fold purpose. Not only would it remove all doubts con- 
cerning the jurisdiction of the Food and Drug Administration, but it 
would also reinvigorate the existing state controls to a point of com- 
bined maximum efficiency, Unquestionably the authority of the Fed- 
eral agency must be extended beyond the retail drug store level. 
Pharmacists are not the only violators of drug regulations. The Food 
and Drug Administration must be granted unrestricted powers to 
inspect and regulate the flow of barbiturate traffic in all its stages from 
the point of manufacture to delivery and possession by the ultimate 
consumer, Manufacturers, wholesalers, distributors, physicians, hospitals, 
clinics, and pharmacists must be subjected to rigid inspection by the 
Federal authorities. Such investigatory powers must be all-inclusive 
and of the nature granted to the Narcotic Commission for regulation 
of opium and cocaine distribution. Possession of barbiturates by 
means other than those through authorized channels, must be clearly 


defined as a violation of the Food, Drug, and Cosmetic Act. 


The present interpretation of the Act by the Food and Drug 
\dministration, with respect to the refilling of prescriptions, cannot 
be supported since such interpretation construes the statute to mean 
that the act of refilling any prescription is a punishable misdemeanor. 
Restrictions of that depth are unwarranted because there are many 
drugs prescribed by physicians which are not inherently dangerous 
even though used for extended periods of time. Furthermore, some 
trust and faith should be placed in the pharmacist to use his profes 
sional discretion in denying the individual further use of the drug and 
advising him to see his physician. From the standpoint of practicality, 
the prosecution of unauthorized refilling of prescriptions must be 
restricted to drugs of a dangerous character only. What these drugs 
are must be defined in the statute. 


Only through the combined efforts of state and Federal law 
enforcement agencies can there be any hope of reducing the acci 
dental and suicidal death rates from barbiturate poisoning. The states 
admittedly can do much toward eliminating the tragedies associated 
with the misuse of dangerous drugs, but the Federal government must 
necessarily lend its hand toward the accomplishment of the task. 


[The End] 
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TABLE I 


Suicidal Poisoning from Barbituric Acid and Derivatives 
in Actual Numbers 


1936 1937 1938 1939 1940 1941 1942 1943 1944 1945 1946 1947 Total 


Indiana 9 10 7 11 15 ll 7 2 5 9 15 13 114 
Michigan 6 7 $s 185 98 2 9 4 7; we UY 130 
New York 30 38 36 36 37 4H 42 45 52 67 73 65 560 
Pennsylvania 7 10 7 2 6 12 9 we) 4 > 4 @B 124 


Excludes armed forces overseas from 1940 through 1947 


100,000 POPULATION 


RATE PER 


RATE PER 100,000 POPULATION 
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GRAPH I 
Death Rat w Suicidal and Accidental Poisoning from Barbituric Acid 
5 and Derivatives: Indiana 1936-1947 (Statute Enacted 1939) 
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Barbiturate Control by Legislation 





TABLE II 


Acute Accident Poisoning from Barbituric Acid and Derivatives 
in Actual Numbers 


1936 1937 1938 1939 1940 1941 1942 1943 1944 1945 1946 1947 Total 


Indiana 2 & 5 5 12 6 5 7 i) 5 13 7 
Michigan 5 7 8 11 9 & 4 10 4 7 1] 10 
New York 27 1] mS» 2 Br & 31 42 4 35 34 4 
Pennsylvania 5 5 > te & 8g 9 12 14 21 31 32 


Excludes armed forces overseas from 1940 through 1947 


GRAPH III 


Death Rates for Suicidal and Accidental Poisoning from Barbituric Acid 


and Derivatives: New York 1936-1947 (Statute Enacted 1946) 
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THE FEDERAL ACT 
AND PHARMACY 


THE FDA PROTECTS THE PUBLIC BY EN- 
FORCING THE ACT, DEALING MAINLY WITH 
OVER-THE-COUNTER SALE OF PRESCRIPTION 
DRUGS 





HE Federal Food, Drug, and Cosmetic Act which became a law 

in 1938 was obviously designed to make many fundamental 

changes in the drug world. For the first time it became illegal 
to ship dangerous drugs in interstate commerce. The labels on almost 
all medicines which moved from one state to another had to be drasti 
cally revised. Secret formulas became a thing of the past because all 
medicines were required to bear a statement on their label revealing 
the names of the active ingredients. The enactment of this statute and 
its subsequent enforcement has therefore brought sweeping changes 
in the products which appear in the prescription department and on the 
shelves of retail pharmacies. 

You find today that shipments of proprietary medicines which you 
receive do not contain aminopyrine, cinchophen, thyroid, and other 
dangerous drugs which previously were ingredients of many over-the- 
counter items. Formula and direction changes were made in the case 
of items containing such ingredients as acetanilid and bromide. The 
new labeling provided for a substantial reduction in the total dosage 
as well as forthright warnings against excessive use and against 


undesirable side effects. 


New Drugs 


Just before the Congress finally passed the Food, Drug, and Cos- 
metic Act, a major tragedy occurred because of the widespread distri- 
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bution of a prescription item which had not been subjected to 
comprehensive pharmacological and other testing before it was released 
for sale. The 108 unnecessary deaths which resulted from this incident 
were largely responsible for the inclusion of a requirement that no new 
drug can be placed on the market until its safety for use has been 
established to the satisfaction of the officials responsible for the admin- 
istration of the Act. The operation of this section has been responsible 
for keeping a great many potentially harmful drugs off the market. 
It has played a substantial part in accelerating carefully controlled 
clinical and other testing of drugs before they are released for sale 
either to the public or for use in filling prescriptions. 

By and large, these changes and many others have been quite 
acceptable to the drug world. The statute has been commended by 
manufacturers, wholesale distributors, and retail pharmacists. This 
is evidence of the fact that the fundamental public health objectives 
of the profession of pharmacy, the drug industry, and the Food and 


Drug Administration are identical. 


From the time of its enactment in 1938 until the present, the 
statute has been enforced in an orderly fashion. Many of the profound 
changes in the food, drug, and cosmetic industries were accomplished 
simply by the passage of the law. In other words, the industries 
involved accepted much of the statute without question and changed 
their practices to comply with it. Inevitably, however, many questions 
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of what the law did require arose. This has resulted in a great deal 
of litigation. On an average, since 1938, the Department of Justice at 
our request has brought about 2,400 cases into the Federal courts. Most 
of these have involved food, but approximately 450 a year have dealt 
with drugs, A substantial number have been appealed to the circuit 
courts of appeal and nine cases have been decided by the Supreme 
Court itself. 

As we have said before, one purpose of this statute is to make 
medication as safe and effective as it can be made. This principle 
applies both to self-medication and to the drugs and therapeutic devices 
used in professional treatment. Obviously, many drugs cannot be 
safely and usefully employed in self-medication. The same drugs are 
both safe and useful when employed under a physician’s guidance. 
Through the operation of the statute, many drugs which could not 
properly be used in self-medication were removed from the formulas 
of proprietary remedies. This was the first step in this particular 
enforcement program. 


Sale of Sulfonamides 

The new drug section of the law provided a vehicle by means of 
which new drugs, as they were submitted to us in the form of new drug 
applications, could be carefully scrutinized and a determination made 
either that they were safe for inclusion in proprietary remedies or 
that they should be restricted to prescription sale. The sulfonamides, 
for example, were not released for over-the-counter sale but enly for 
prescription use. In spite of these steps it became apparent that many 
of these drugs were reaching the public for self use. 

During the war the medical personnel in charge of a Navy instal- 
lation in Maine reported to us that their venereal disease control pro- 
gram was not operating with maximum efficiency because some of 
the sailors were buying sulfathiazole for their own use in treating 
gonorrhea, The medical officers called particular attention to one case 
wherein a sailor had bought the drug from a retail pharmacy in the 
waterfront area. He had taken small doses of sulfathiazole until his 
disease became sulfa-fast. Complications ensued which required that 
the man be hospitalized for a long period of time. 

We investigated this incident and found that the drugstore was 
doing a substantial business in selling sulfathiazole tablets at ten cents 
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each. These facts were the basis for the first case ever brought against 
a retail dealer under the Federal Food, Drug, and Cosmetic Act that 
was based on the alleged illegal sale of a prescription drug. At that 
time many competent, well-informed lawyers were of the opinion that 
the Federal law did not apply to retail sales. Our lawyers thought 
that it did, but we did not pretend to know with certainty just how far 
the jurisdiction of the statute extended. We continued to investigate 
gross abuses in the over-the-counter sale of barbiturates, sulfathiazole, 
thyroid, amphetamine sulfate, and a variety of other prescription drugs. 
Cases were brought only in the most aggravated circumstances. We 
were seeking to protect the public against a serious health hazard. 
At the same time we were hoping that the fundamental question of 
Federal jurisdiction would be determined by the courts. Such a case 
did arise in Georgia. 

Here again the factual background was that military personnel 
bought sulfonamides and treated themselves for venereal diseases. 
One of the individuals charged with the sales contested the case on 
the ground that once a drug has moved in interstate commerce and 
come to rest within a state, then the Federal government’s jurisdiction 
ends and any control would necessarily be exercised exclusively by 
local authorities. The lower court ruled that the government did have 
jurisdiction over retail sales of products which had moved in interstate 
commerce. The case was appealed to the circuit court of appeals. 
There the decision was against the government. The court held forth 
rightly that we had exceeded our authority, and directed that the case 
be dismissed. In January, 1948, the case was decided by the Supreme 
Court of the United States. That tribunal opinion means to us that 
Federal jurisdiction under the Food, Drug, and Cosmetic Act deals 
with the safety, the purity, and the labeling of foods, drugs, and cos 
metics from the time the article is offered for shipment in interstate 
commerce until it reaches the ultimate consumer. 


If we in the Food and Drug Administration are to discharge our 
obligations honestly and live up to our oath of office, we must enforce 
the law as it is written and as it is interpreted by the Federal courts. 
Having what we believe to be an authoritative interpretation of the 
jurisdiction of the law, the problem of enforcement which involves the 
sale of drugs at retail was accelerated. Many cases were brought 
because of the over-the-counter sale of prescription drugs, The misuse 
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of barbiturates had increasingly become a problem of major public 
health significance. Our inspectors began meticulously to investigate 
suicides, accidental deaths, poisonings, drug addiction, and other 
calamities which befell individuals and families because of the un- 


supervised use of these drugs. 


Unauthorized Refilling of Prescriptions 

It soon became apparent that control of over-the-counter sale of 
prescription drugs would not be sufficient, but that attention must be 
extended to deal with the unauthorized repetitious refilling of pre- 
scriptions. 

It should be made clear that the great bulk of ethical pharmacists 
in this country did and do exercise care in the practice of their pro- 
fession, but unfortunately, as in any profession, there are those who 
do not. In a number of instances our inspectors who visited suspected 
stores in the guise of ordinary customers were told that they could not 
buy this or that prescription drug without a prescription, but that if 
they were to obtain a prescription they could thenceforth purchase the 
drug without further instructions from the physician. We found 
instances where prescriptions calling for a dozen barbiturate capsules 
were refilled to the point that the individual received thousands of 
capsules over a period of many years. Similar abuses arising in major 


tragedies involved a variety of prescription drugs. 


All of this led to a regulatory program designed to deal with 
over-the-counter sales and with unauthorized refilling of prescriptions. 
The Congress, when it passed the law, had been asked to make certain 
exemptions which would apply to drugs when dispensed on prescrip- 
tion, In the committee report dealing with this section, the Com- 
mittee made it clear that they were dealing with “bona-fide” prescriptions 


because they used that language in their report. 


The sum total of our view is this. The law does provide certain 
exemptions for bona-fide prescriptions. These exemptions do not apply 
unless the dispensing is, in fact, on a bona-fide prescription. In our 
opinion, a bona-fide prescription transaction is one in which three 
people participate. The first is the doctor, the second is the phar- 
macist, and the third is the patient. If and when there are only two 
parties to the transaction, we do not believe that it is any longer a 
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bona-fide prescription sale. In other words, if the amount of the drug 
which the doctor has prescribed is exceeded or if the refilling is without 
his knowledge and consent, we believe that the transaction is, in fact, 
an over-the-counter sale. 


There can be no doubt but that leaders in pharmacy and pharma- 
cists generally are just as interested as we are in protecting the public 
health. In spite of our efforts and those of leaders in pharmacy, there 
has been a great deal of confusion about this matter. There are men 
of good will in pharmacy who genuinely believe that the Food, Drug, 
and Cosmetic Act, as presently written, does include some restrictions 
which are unnecessarily severe and which could be relaxed without 
injury to the public health. 

We have had several meetings with representatives of the prin- 
cipal organizations of pharmacy to discuss these matters. We hope 
that a basis of common understanding will be reached. We believe 
that this will be the case. 


So far as the Food and Drug Administration" is concerned, we 
cannot, of course, agree to any changes in the statute which, in our 
opinion, will lessen the public protection afforded by the law. On the 
other hand, we will welcome any changes which will relieve retail 
pharmacy of unnecessary burdens. The objectives of pharmacy as a 
profession are undoubtedly so similar to the objectives of the Food 
and Drug Administration that we need and seek your cooperation 


| [The End] 





Grocery Industry Trade Practice Rules 

A meeting of the Grocery Industry Committee will be held 
in Washington, September 26, to consider a draft of tentative 
trade practice rules for the industry. Every effort will be made 
to obtain the views of all Committee members at this meeting 
so that they may receive the consideration of the Commission 
in time to permit publication by the Commission of a set of 
proposed rules for public hearing later in the vear (Federal 


Trade Commission Release, August 28, 1950). 
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Imitation Jam Held To Be Misbranded . . . On appeal from the 
decision of the district court, reported in 5 Foop Druc Cosmetic Law 
JouRNAL 79 (1950), the circuit court of appeals held that the jams under 
seizure, although bearing labels stating that they were imitation jams 
and truthfully setting forth thereon the proportion of sugar, fruits, and 
other ingredients contained therein, purported to be and were repre 
sented to be fruit jams for which a definition and standard of identity 
had been prescribed. As the jams failed to meet this standard, in that 
they were deficient in fruit and not concentrated to the degree pro- 
vided in the standard, they were found to be misbranded. The court 
held that, in determining whether or not a food purports to be or is 
represented to be a food for which a definition or standard of identity 
has been prescribed by regulation, the entire factual situation had to 
be considered. The label statement was found to be an obscure dis- 
closure which could not be considered to be the sole guide. It was 
held that if the food is sold under the name of a food for which a 
definition or standard has been prescribed, if it looks and tastes like 
such a food, if it is bought, sold, and ordered as such a food, and if it 
is served to customers as such a food, it purports to be and is repre- 
sented to be such a food. It was further held that the law indicated 
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a Congressional intent not to permit a departure from a definition or 
standard of identity even though such departure was disclosed by 
the label. 

The foregoing statements are all consistent with the court’s find- 
ings that the seized jams were misbranded and are consistent with the 
theory that the failure to meet the standard could not be cured by 
labeling. However, the court undermined the entire theory on which 
it found the jams misbranded by stating in the concluding paragraph 
of its decision that the manufacturer might market the product as 
syrup and fruit thickened with pectin or syrup flavored with fruit and 
thickened with pectin, so long as the product was not sold or served 
to customers under the name fruit jam or in such a manner that it 
purported to be or was represented to be a fruit jam. (United States 
of America v. 62 Cases, More or Less, Each Containing Six Jars of Jam, 
Assorted Flavors, Net Wt. 5 lbs. 2 Ozs., Shipped by the Pure Food Manu- 
facturing Company, Denver, Colorado. United States Court of Appeals 
for the Tenth Circuit. No. 4039. May Term, 1950. June 27, 1950. 
[CCH Foop Druc Cosmetic Law Reports § 7162.] ) 

While the government’s right to seize these particular goods has 
been sustained by the circuit court, the government’s attempt to secure 
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a decision supporting its theory of the case has proved to be abortive. 


The opinion disclosed that the government’s attorneys frankly stated 
to the court that the purpose of this suit was to establish the principle 
that all substandard or imitation foods which moved in interstate 
trade were contraband, regardless of the label, if they “purported” to 
be foods for which standards had been prescribed. It was their posi- 
tion that the word “purport” should be construed to mean any food 
which looks, tastes like, and is sold and used for the same purpose as 
that food for which a standard has been fixed. It was contended that 
the fact that the article was or was not an imitation or labeled as such 
had no bearing on the question as to whether or not the labeling vio 
lated the section of the Federal Food, Drug, and Cosmetic Act (Section 
403(¢)), which provides that a food shall be misbranded if it fails to 
conform to a standard established by the Federal Security Administrator. 


The decision in permitting the sale of these products as syrup and 
fruit thickened with pectin has defeated the theory on which the gov 
ernment proceeded to the same extent as a decision permitting their 
sale as imitation jams. If their sale is permitted under any form of 
label, they will still look and taste like standard jams, and it seems 
clear that they can be sold and used for the same purpose as standard 
jams. Although the majority opinion stated that these products could 
not be lawfully sold or served to customers under the name fruit jams 
or in such a manner that they purported to be or were represented to 
be fruit jams, this would not seem to prevent the serving of the 
products in hotels and restaurants or to prevent their purchase and use 
by ranchers, logging camps, large families, and others looking for jam- 
like foods cheaper than standard jams. There would seem to be no 
requirement that these products be served to ultimate consumers in 
such situations with any particular label, but merely that they be not 
affirmatively represented to be fruit jams. Under the circumstances, 
it would appear that these jam products may, unless this decision is 
reversed by the Supreme Court, be sold in the future as in the past and 
for the same purposes except that they will have to be labeled as syrup 
and fruit thickened with pectin or syrup flavored with fruit and 
thickened with pectin instead of as imitation jams. It seems clear from 
the arguments advanced in the case that this is not the conclusion that 
the government sought. Undoubtedly, attempts will be made to 
review the decision in the Supreme Court. 


Page 616 Food Drug Cosmetic Law Journal—September, 1950 














The decision does little to clarify the meaning of the word “imita- 
tion” as used in the Federal Food, Drug, and Cosmetic Act, and in the 
various state food and drug laws. The majority opinion held that 
these jams were not imitation fruit jams but that they were substandard 
jams. The dissenting opinion declares that the word “imitation” is one 
of common usage and understanding and that necessarily any imitation 
would have the appearance of that which it imitates. 

The dissenting judge was of the opinion that the seized products 
were labeled in accordance with the provisions of the law. He felt that 
these jams looked and tasted like jams which did meet the prescribed 
standard and that they were therefore labeled “imitation” in the man- 
ner required by Section 403(c) of the Act. He stated that if this section 
Was not given this construction it would be meaningless. He also 
stated that no other word or combination of words in the English 
language could be used which would so well call to the attention of the 
consuming public the fact that the labeled food was not a standard 
product as would the word “imitation.” The dissenting judge also 
stated that if the government’s position was sustained, it would mean 
that the Administrator would have absolute control over the ingredients 
of all foods subject to the Act, as the Administrator would have the 
power to standardize any of these foods. Should this occur, the pur 
chasing public, regardless of their ability to pay, will be forced to 
purchase the same quality of standardized food. He was unable to 
believe that this was the Congressional intent. He, therefore, refused 
to accept the government’s construction of the statute, as he indicated 
that the acceptance of it would require him to find that no form of label 
whatsoever would permit entry of the seized product into the channels 
of interstate trade, The two opinions succinctly set forth the con- 
flicting viewpoints with respect to the effect of the standardization of 
a food product. The language of both opinions disclosed that all the 
circuit court judges who considered the case thought that the stand- 
ardization of a food should not deprive the purchasing public of a 


nutritious and wholesome substitute. 


Multiple Seizures Authorized on Administrative Determination of 
Probable Cause . . . The finding of the special three-judge statutory 
court that the Administrator acted arbitrarily, oppressively, and 


capriciously in authorizing multiple seizures of a food supplement sold 
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under the trade name “Nutrilite Food Supplement” has been reversed. 
The facts and the lower court opinion were reviewed in 5 Foop DruG 
Cosmetic Law JourNaL 81 (1950). The Supreme Court ruled that it 
is not a requirement of due process that there be a judicial inquiry 
before discretion can be exercised by an administrative official. It is 
sufficient, when only property rights are concerned, that there is at 
some stage an opportunity for a hearing and a judicial determination. 


Such an opportunity is, of course, necessarily present in this situation 
because the libels must come up at some time for disposition by the 
court. (Oscar R. Ewing, Federal Security Administrator, et al. v. 
Mytinger & Casselberry, Inc., a California corporation. Supreme Court 
of the United States. No. 568. October Term, 1949. May 29, 1950. 
[CCH Foop Druc Cosmetic Law Reports § 7156.] ) 

This decision makes it clear that no preliminary hearing to the 
claimants of the goods or to anyone else is necessary as a prerequisite 
to the filing by the Administrator of so-called multiple or plural seizures 
of goods. The only prerequisite to the filing of so-called multiple 
or plural seizures is an administrative finding that the Adminis- 
trator has probable cause to believe from facts found without hearing 
by him or any officer or employee of the Agency that the labeling of 
the misbranded article would be in a material respect misleading to 
the injury or damage of the purchaser or consumer, or that the mis- 
branded article is dangerous to health, or that the labeling of the mis- 
branded article is fraudulent. The middle case did not raise any 
issues with respect to a situation where the article was dangerous to 
health or the labeling was fraudulent. The decision makes it equally 
clear that this administrative finding of probable cause may not be 
reviewed by the courts. Once the administrative finding has been 
made it is possible to institute as many multiple or plural seizures as 
the Administrator can convince the Attorney General should be filed. 
As is pointed out by the court, whether any suit or seizure including 
multiple or plural seizures will be made depends on the Attorney Gen- 
eral and not on the action of the Federal Security Administrator or 
the officials of the Food and Drug Administration. The Attorney 
General may or may not accept the recommendation of the Federal 
Security Agency. If he does, seizures are made. But, the filing of the 
seizures, as well as other suits, are dependent upon the discretion of 
the Attorney General. 
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There are two dissents to the majority opinion in which the view 
is expressed that the government should not be entitled to so apply 
the statute as to bring multiple actions designed to destroy a business 
before it can be heard in its own defense. These justices thought that 
the court should have reviewed the situation and determined whether 
or not there was any such intent on the part of the Food and Drug 
Administration in instituting the multiple seizures in this case. 


x * * 

District Courts in New York Reach Different Conclusions About 
Green Coffee Sweepings . . . In two decisions rendered within a 
month of each other, a judge of the Eastern District Court of New 
York reached a contrary opinion to that reached by a judge of the 
Southern District Court of New York with respect to whether or not 
green coffee sweepings are subject to the provisions of the Federal 
Food, Drug, and Cosmetic Act. It appears from the two cases that 
green coffee frequently comes in contact with the pier, deck, ship’s hold, 
or dock with the inevitable result that it is contaminated with the dirt, 
dust, debris, and other matter, which is found in such places. The 
coffee that is swept up from the floors is commonly known as “green 
coffee sweepings.” <A directive was issued by the Food and Drug 
Administration, in 1945, to shipping companies and coffee importers 
which stated that they might retrieve green coffee which had spilled 
from bags provided that it had not made contact with the floor, and 
provided also that the work of salvage was performed with clean 
equipment. The directive further stated that coffee swept from the 
floors of wharves or the holds of ships would be denied entry. The 
Eastern District Court judge decided that such coffee was adulterated 
because of the presence therein of dirt, wood splinters, matted fibers, 
and other miscellaneous debris, and ordered the coffee sweepings 
condemned. He refused to allow the claimant to attempt to process 
the product so that the extraneous material would be removed. In his 
opinion, the processing was quite ingenious and involved but it failed 
to convince him that it would satisfactorily clean the coffee. (United 
States of America v. 14 Bags, More or Less, . . . Each Containing 110 
Pounds of Coffee Sweepings, Some Marked “OFB/4.” In the United 
States District Court for the Eastern District of New York. M-1354 
and M-1357. April 19,1950. [CCH Foop Druc Cosmetic LAw REPORTS 
q 7154.]) 
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The Southern District Court judge decided that there was no evi- 
dence in the case on which he could base any finding that green coffee 
is a food or that it has been considered a food. In addition, he ruled 


that there was no evidence in the case that the usual process to which 
green coffee sweepings are subjected before intended for human con- 
sumption could not render the product wholesome and satisfactory as 
a food product. He accordingly dismissed the libel. (United States v. 
35 Bags, More or Less, Each Containing 110 Pounds of Coffee Swee pings, 
Some Unmarked and Some Marked “OFB/4.” In the United States 
District Court for the Southern District of New York. <A 162-4. 
May 17, 1950. [CCH Foon Druc Cosmetic Law Reports § 7161.}) 


~x~ * * 


Right to Preliminary Injunction Under the Federal Food, Drug, 
and Cosmetic Act . . . Section 302 of the Federal Food, Drug, and 
Cosmetic Act provides for the additional relief of an injunction to 
restrain most of the acts prohibited by the law. It was stated in the 
report to the House Committee on Interstate and Foreign Commerce, 
House of Representatives Report 2139, Seventy-fifth Congress, April 
14, 1938, that authorizing the courts to enjoin violations would be 
particularly advantageous in borderline cases that could not be settled 
without litigation. The belief was expressed that injunctions could 
be used with equal effectiveness as a seizure or criminal proceeding, 
but with less hardship in such borderline cases. Section 302 provides 
that a temporary restraining order may not be granted without notice 
to the opposite party unless immediate and irreparable injury will 
result to the government. During the years since this section was 
enacted, there have been only a few cases which have reported the 
filing of an application for a preliminary injunction during the pend- 
ency of the action. One of the earlier cases was filed in the United 
States District Court for the District of Columbia in the case of 
United States v. Samuel Rubenstein. The charge was that the defend- 
ant’s bakery was conducted in such an unsanitary manner that samples 
of bakery products purchased therefrom were found to contain rodent 
hair fragments, larvae head capsules, storage insect fragments, and 
mites. The prayer of the complaint was that the defendant and his 
employees be enjoined from introducing or delivering for introduc- 
tion into interstate commerce and from manufacturing in the District 
of Columbia any food that was so adulterated. The defendant moved 
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to dismiss the application and the government moved for a preliminary 
injunction, which was granted. The defendant appealed to the United 
States Court of Appeals for the District of Columbia, and the govern- 
ment applied for an order holding the defendant in contempt. The 
appeal to the court of appeals was on the basis that the Federal Food, 
Drug, and Cosmetic Act did not apply as the defendant’s business 
was carried on entirely within the District of Columbia. The defend- 
ant did not question the findings that the bakery products had been 
prepared, packed, or held under unsanitary conditions whereby they 
had become contaminated with filth. The court of appeals affirmed 
the decree of injunction. Thereafter, subsequent inspections having 
indicated that the defendant was operating in compliance with the 
law, the parties filed a consent to the dissolution of the injunction. 
From the facts in the foregoing case it appears that, by reason of 
the admissions of the defendant, the government would have been 
entitled to a final injunction, and that, although the injunction was 
described as a preliminary injunction, it could be considered for all 
practical purposes to have been a final injunction. Thus, this case 
does not show what facts and circumstances must be shown to entitle 
the gevernment to a preliminary injunction. The foregoing case is 
reported in Notices of Judgment under the Federal Food, Drug, and 
Cosmetic Act, Foods Number 15,801. 


\ more recent case involving an application for a preliminary 
injunction is the suit of United States v. Cowley Pharmaceuticals, Inc 
filed in the United States District Court for the District of Massachu 
setts on February 26, 1948. In the complaint, it was alleged that cer 
tain articles of drugs were adulterated and misbranded because they 
contained different quantities of some constituent parts from that 
stated on the label, and, in the case of soda mint tablets, that they 
contained aspirin, the presence of which was not disclosed on the 
label. It further alleged that the Cowley Pharmaceuticals, Inc. had 
been engaged in the manufacture and sale of various articles of foods 
and drugs, a large quantity of which were shipped and sold in inter 
state commerce. 

The government applied for a preliminary injunction and showed 
In its application that at various times during the period from June 
4, 1946 to November 2, 1947, Cowley had shipped certain misbranded 


articles of drugs in interstate commerce. However, no evidence was 
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produced that any inspections had been made of Cowley’s factory 
since November 2, 1947. The president-treasurer of Cowley, in his 
affidavit, stated that his company had accepted the recommendations 
of the governmental agents with respect to improvements in the 
company’s factory so as to eliminate the probability of any future 
violations of the Act. The court ruled that the government had not 
shown sufficient facts to warrant the issuance of a preliminary injunc- 
tion. It stated that in order to secure such a preliminary injunction, 
it would be necessary for the government to make out a case that 
there is a strong probability of future violations of the Act. It would 
seem necessarily to follow that this ruling would require that the gov- 
ernment show in its application papers that the acts complained of 
constituted violations of the Act beyond any shadow of a doubt. 
Where there is any doubt as to whether or not the acts constitute 
violations, it would be impossible to show a strong probability of future 
violations. This case is reported in Notices of Judgment under the 
Federal Food, Drug, and Cosmetic Act, Drugs Number 2961. 


x * * 

Food and Drug Administration Activities . . . Asa result of 
the successful conclusion of the seizure actions against Figlia 
Mia Brand Salad Oil (reviewed in 5 Foop DruGc Cosmetic Law JOURNAL 
359 (1950)) and Del Comida Brand Tomatoes (reviewed in 5 Foop 
Druc Cosmetic Law Journar 357 (1950)), the Administration has 
stepped up its activities against other tomato and vegetable oil prod- 
ucts which have been similarly adulterated or misbranded. Several 
cases have been reported in which canned tomatoes have been seized 
and condemned on the ground that they were adulterated and mis- 
branded in that they did not comply with the standard for canned 
tomatoes because of the addition of excessive water. In addition, 
Oscar R. Ewing, the Federal Security Administrator, reported that 
in the month of May, 55 convictions were secured by the Admin- 
istration upon charges that olive oil was simulated by the use of other 
oils responding to olive oil content tests. 

In addition to the recent cases involving green coffee sweepings, 
the government was also successful in a case brought in the Eastern 
District of New York, decided on May 16, 1950, against 100 pounds of 
roasted coffee sweepings. In this case, the claimant made an unsuc- 
cessful plea to be permitted to export the coffee to Belgium. The court 
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said that even if he were inclined to permit the export of this coffee 
to a foreign country, which he was not, the Kent Food Corporation 
case (reviewed in 3 Foop DruGc Cosmetic Law QUARTERLY 492 (1948) ) 
made it clear that he had no power to do so. The claimant was per- 
mitted to salvage the coffee provided it was used for commercial pur- 
poses only other than food. 


: .f fF 


Labeling Monosodium and Other Hydrolyzed Vegetable Protein 
Products . . . On August 1, 1950 the Food and Drug Administra- 
tion issued a statement of its conclusions with respect to the labeling 
of hydrolyzed vegetable protein products. 

This statement reaffirmed the policy statement with respect to 
the labeling of monosodium glutamate. It declared that hydrolyzed 
proteins from which none of the products of hydrolysis had been 
removed could be designated as hydrolyzed vegetable proteins. It 
further declared that hydrolyzed proteins which were a by-product 
in the manufacture of purified monosodium glutamate from which a 
substantial portion of the monosodium glutamate had been removed 
were not entitled to the unqualified name of hydrolyzed vegetable 
proteins since a valuable constituent has been wholly or in part 
removed. It was stated that a name clearly descriptive of this product 
should be selected and that the responsibility for selecting such a name 
rests with the manufacturer. [The End] 


Narcotics 


Seizures of narcotic drugs by agents of the Treasury Department 
declined during fiscal year 1950, but arrests for narcotic violations in 
the internal traffic increased sharply from 4,803 in 1949 to 5,851 in 
1950. A joint report by the Bureau of Narcotics and the United States 
Custom Service showed that 3,452 ounces of narcotics were seized in 
fiscal year 1950, as compared with 5,030 ounces taken in the previous 
year. While seizures of illicit narcotics in the internal traffic remained 
almost constant in volume, opium, heroin, morphine and cocaine taken 
at ports and borders dropped from 3,304 ounces in 1949 to 1,754 ounces 
in 1950 (Treasury Department Release S-2429, August 28, 1950). 
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The requirement that the labels of 
ephedrine penicillin tablets bear the 
statement that the drug should be ad- 
ministered only by a physician, dentist, 
or veterinarian has been revoked (15 


F. R. 5469). 


A circular containing directions for 
use is no longer required to be pack- 
aged with aureomycin capsules, aure- 
omycin powder, aureomycin tablets, 
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chloramphenicol capsules, and bacitra- 
cin tablets (15 F. R. 5732). 

Another order provides for the cer- 
tification of a new antibiotic product, 
streptomycin-polymyxin-bacitracin tab- 
lets, for an increase in the expiration 
dates of ephedrine penicillin tablets from 
12 to 24 months, and for the use of 
colorings and flavorings in the product 
bacitracin with vasoconstrictor (15 F. R 
5954). 








In the Federal Trade Commission 


Bottled Beverage.—The misrepre- 
sentation of a bottled beverage as an 
orange juice product is charged in FTC 
Docket 5788. The complaint states that 
the use of display cards bearing pro- 
motional statements superimposed on 
pictures of oranges is a “means of rep- 
resenting that the principal ingredient 
of the beverage is orange juice,” when 
the product actually is made from a 
beverage concentrate, an acid solution, 
and a special coloring. 


Cosmetic Preparation—The Kreem 
of Herb Laboratories have agreed to 
cease representing that their products 
are compounded wholly of organic sub- 
stances and that their use will maintain 
the natural or youthful condition of the 
hair or skin. Advertising that skin 
preparations which contain petroleum 
oils clog or tend to clog the skin will 
also stop (Stipulation 8015). 


Hair Preparation. — Discontinuance 
of claims that a hair preparation is a 
cure or remedy for dandruff is called 
for in the trial examiner’s initial deci- 
sion in FTC Docket 5743. The active 
ingredients are listed as being sodium 
salicylate, oxyquinalin sulphate, arsenate 
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trioxide (5/100 of 1 per cent), and de- 
natured alcohol (8 per cent). 


Insecticides. — Misrepresentation of 
the effectiveness and safety of four in- 
secticides is charged in FTC Docket 
5785. The complaint states that the killing 
action of their ingredient, methoxychlor, 
is not significantly greater than DDT 
and that there are other insecticides 
which are as safe to use. 

Poultry Feeds.— Representations that 
poultry products keep or help to keep 
poultry worm-free and that they can be 
used in a flock of poultry without shock 
to the systems of the birds and without 
reduction in the rate of egg-laying are 
to be ceased by agreement (Stipulation 
8019). 

Therapeutic Device.—Heatade, a de- 
vice advertised as being beneficial in 
the treatment of inflammation of the 
prostate gland, is the subject of a com- 
plaint in FTC Docket 5798. It is stated 
that the device has no therapeutic value 
as such a treatment and that “the intra- 
rectal application of heat is not a well- 
recognized therapy used by doctors for 


such conditions.” 
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Other Helpful, Informative CCH Magazines 





LABOR 
LAW 
JOURNAL 











Labor Law Journal 


*% Specifically designed and edited to promote 
sound thinking on labor law problems, the 
Labor Law Journal presents timely articles 
concerned with the intimate and complex 
relationship of Law, Labor, Government, Man- 
agement, and Union. Month after month, the 
Journal brings you the serious thinking, the 
reasoned conclusions, the viewpoints, and atti- 
tudes of leaders of thought and action—on 
significant, pivotal labor law problems. 

Specialists in that field—from government, 
law, union, education, management — treat 
troublesome phases of labor law in factual, 
hard-hitting articles. No punches are pulled— 
nothing is “slanted.” Issued monthly; sub- 
scription rate—$6 a year. Sample copy on 
request. 


TAXES—tThe Tax Magazine 


% This magazine is published to promote sound 
thought in economic, legal and accounting 
principles related to all federal and state taxa- 
tion. . . . To this end it contains signed arti- 
cles on tax subjects of current interest, reports 
on pending tax legislation, court decisions and 
administrative rulings relating to tax laws, and 
other tax information, book reviews, etc. 

The editorial policy is to allow frank discus- 
sion of tax issues. Subscription rate—$6 for 
12 monthly issues. Write for sample copy. 
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Insurance Law Journal 


% Month after month, this helpful magazine 
presents timely articles on pertinent subjects 
of insurance law, digests of recent decisions, 
comments on pending legislation, rulings of 
state commissioners and attorneys general, 
and other features reflecting the changing 
scene of insurance law. The Journal is edited 
exclusively for insurance law men, by insur- 
ance law men. Emphasis is on the insurance 
law fields of Life, Health and Accident, Fire 
and Casualty, Automobile, and Negligence. 
Issued monthly ; subscription rate—$10 a year, 
including a handsome binder for permanent 
filing of each monthly issue for a year. Send 
for a sample copy. 
All Published by 


COMMERCE) CLEARING; HOUSE, INC. 


PUBLISHERS OF TOPICAL LAW REPORTS 


214 N. MICHIGAN AVENUE, CHICAGO 1, ILLINOIS 





